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Administration
29 CFR Part 1910

Hazards ldentification; Notice of Public
Rulemaking and Public Hearings
AGENCY: Occupational Safety and
Health Administration, Labor.

ACTION: Notice of proposed rulemaking; .

notice of public hearings.

SUMMARY: The proposed standard
requires employers to identify the
hazardous chemicals in their
workplaces, and to inform their
employees of the identity and nature of
the empioyexs' hazardous exposures.
OSI4A has determined that this
standard is necessary because most
employees are not aware of the
presence of kazardous chemicals in their
workplaces, or of the health effects
exposure to these hazards may produce.
Furthermore, many employers are also
vonaware of the complete chemical
identities and hazards of the chemicals
in their workplaces. The proposed
standard vsould alleviate these problems
through specific hazard identification
and evalvation procedures, labeling-
requiremeris, and records preservation.
Public hearings are being scheduled to
permit intcrested parties the opportunity
to orally present information and data
related to t}:e issucs raised by this
proposed rule.

DATES: Comments must be received on
or before April 18, 1981.

Notices of intention to appear at the
public hearings must be received on or
before May 1, 1981. .

The hearings are scheduled as
follows:

Date Hearing Will Begin and City
1. May 26, 1981, Washington, D.C.

. 2. July 7, 1631, Houston, Texas

3. July 21, 1281, Chicago, illinois
4. August i1, 1281, Philadelphia,

Pennsylvania
5. September 1, 1981, San Franciszo.

Californiia.

ADDRELS: Uomments shotld be
submitted. in quardruplicate, to the
Docket Ofiicer, Docket H-022, 1.5,
Department of Labor, Occupational
Safety and Health Administration, 200
Constituiion Avenue, N.W.. Room 5-
6212, Washington, D.C. 20210; (202) 523~
7894.

Notices of intention to appear should
be submitted to Mr. Tom Hall, Division
of Consunier Affairs, Room N3635, U.S.
Department of Labor, Occupational
Safety and }ealth Administraiion, 200

Constitution Avenue, N.W., Washington,

D.C. 20210, {202} 523-8024.

Written comments received and
notices of intention to appear will be
available for inspection and copying in
the Docket Office, Room S6212 at the
above address. -

FOR FURTHER INFORMATION CONTACT:

Proposal

Mr. James Foster, Room N3841, Ofﬁc.e‘ -

of Public Affairs, Occupational Safety
and Health Administration, U.S.
Department of Labor, 200 Constitution
Avenue, N.W., Washington, D.C., 20210;
(202) 523-8151.

‘ Hearings

Mr. Tom Hall, Division of Consumer
Affairs, Room N-3635, U.S. Department
of Labor, Occupational Safety and
Health Administration, 200 Constitution
Avenue, N.W., Washington, D.C. 20210,
{202) 523-8024. :
SUPPLEMENTARY INFORMATION: The
following is a table of contents for this
section of the preamble:

"I Need for a Hazards Identification Standard

I1. Background to the Hazards Identification
Standard
A. Introduction
B. Survey Estimates of Potential
Workplace Hazardous Exposures -
C. Previous Recoguition of the Need for
Liabeling
1. Occupational Safety and Health
. Administration Standards.

2. National Institute for Occupaticnal
Safety and Health (NIOSH) Criteria
Document.

3. Report of the OSHA Standards
Advisory Committee. )

4. American National Standards
Institute (ANSI) Standard.

. D. Selected Labeling Regulations Which
are Currently in Effect

1. Occupational Safety and Health
Administration {OSHA).

2. Fair Packaging and Labeling Act.

3. Environmental Protecticn Agency
(EPA).

4. Food and Drug Administration
(FDA).

5. Department of Transportation

. (bOoT). ' -

6. Consumer Product Safety
Cowmission {CPSC).

7. Slate Regulaiions.

8. European Economic Community
(EEC).

E. History of OSHA's Proposed Labeling
tandard

1. Swmmary of the Proposed Standard

1V. Major Issues for the Rulemaking

A. Issues of Scope and Type of Standard
1. The generic approach to a hazard -

4412

DEPARTMENT OF LABOR Addresses for the hearing locations identification standard.

Cccupational Safety and Health will be published in the Federal Register 2. Employers covered by the
o at a later date. . standard.

3. Duty to disclose specific chemical
identity and impact on trade
secrets.

B. Scientific Issues

1. Hazards covered by the standard
{general issues).

a. Universal vs. hazard labeling.

b. General or workplace-specific
hazard determinations.

c. Impurities, Intermediates, By-
products.

2. Hazards covered by the standard
{definitional issues).

~ a. General.

b. Physical Hazards. °

¢. Health Hazards.

d. Specific definitional issues.

e. Regulation of physical hazards by
other agencies. .

‘f. Regulation of health bazards by
other agencies.

3. Hazard Determination Process.

a. Description,

b. Performance vs. specification
standard for the hazard
determination process and
evaluation scheme.

c. Literature search.

d. Use of TDB, standard reference
works and NIOSH dccuments.

e. Search files.

f. Concentration of constituent
substances and mixtures hazard
determination.

4. Evaluation procedure.

a. In general. )

b. ‘Adequate and well-controlled
study.

¢. Case studies use.

d. Statistical significance.

e. Expert opinions.

C. Regulatory Issues

1. “Performance” vs. “specification”
requirements. :

2. Content-and format of labels and
placards. :

3. Disclosure of chemical identity in
labels shipped in commerce.

. 4, Exclusion of small containers.

5. Access to records and documents
required by the standard.

6. Worker access to safety data
sheets. )

7. Material safety data sheets.

8. Substance-employee identification
lists.

9. The need for generic training
requirements.

10. Impact on small business.

11. Miscellaneous issues.

D. References

Approved For Release 2008/08/28 : CIA-RDP86-00735R000100010030-0

ot B

i




P

e S A gy o 4

V. Leg:ﬂ A’ufhoﬁty

-

Appro\/ed For Release 2008/08/28 : CIA-RDP86-OO735RO(.)O100_010030—0 o , .

4113

Federal Register / Vol. 46, No. 11 / Friday, January 16, 1981 / Proposed Rules

© e

V1. Regulatory Analysis, Envirormental
Impact, and Regulatory Fiexibility
Requirements

V1L Public Participation
VIII. Authority and Signature

1. Need for a Hazards ldentification
Standaid .

Approximately 25 million American
workers are currently exposed on the
job to chemical or physical hazards. As
many as 40 to 50 millicn Americans {23
percent of the entire U.S. population)
may have been exposed to one or more
of the hazardous chemicals presently. .
regulated by OSHA at some point during
their lifetinie (1).* Yet, as indicated in
the NIOSH National Occupational
Hazards Survey (NCHS) discussed
below, workers are generally unaware
of the presence of hazardous chemicals
in the workplace and of the very real
potential that exposure to such
chemicals may injure their health.
Furthermore, some workers complain
that even where they receive
information about hazardous chemicals,
it is often inaccurate or incomplete.

Thus, workers and their
representatives have cousistently
emphasizad in previous OZHA
rulemakings the need f.r GEIA Ja
promulgate a standard Lor chemicul
substance identification. ‘The foliewing
testimony presenled during the QSHA
rulemaking heerings on “Access to
Employee Exposure and Medical
Records,” OSHA Docket H-112, is
evidence of workers’ concerns about a
labeling regulation (25). :

(A)pproximately 150 new chemicals
comie jnto that plant every day, many of
them with just trade names, many with
just a code number. As ] have been
investigating, every company uses a
different code number * * *

Many times our peoplc are exposed
for a month, six weeks or two months
before we find out {the chemical
identity) * * * then, after we have it
evaluated, (the company} will remove it;
but the damage is already done.

{Mr. John Mroczkewski, Unitad
Steelworkers, Tr. 11691190, OSH
Docket H-112.) L.
. 1] * * *.

(N)ow our employces are rather well-
schooled crzitsmen. They can recognize
hazards if they kiow what the kazatd is.

urbasic problem is on a daily
exposure we have to work with
coolants, lubricants, and the vapors that
tesult from the use therein * * *

———

“Numerical references are to the Refereaces lisied
It preamble, infra.

. -

The thing we are asking foris a .
labeling, a chemical labeling of what
really is contained in that ludricant or
that coolant. And I think we can take it
from there. We are not asking for a hell
of a lot. But if the men don't know what
they are being exposed to on a daily -
basis, there is nothing they can do-about
it until years later. And then it is too
dam late.

(Mr. Victor Horvath, International Ass’n
of Machinists, Tr. 1378, OSHA Docket
H-112) . \

* * Q_ * *

{W)e must reiterate the importance of
labeling data * * * without some kind
of very elficient labeling data we are
absolutely in the dark about many
chemicals that are used in: our shop.
(Mir. Michael Gaffney, United ,
Autovrorkers, Tr. 1325, OSHA Docket
H-112)

Without adequate chemical substance
identification, millions cf workers with
roatine exposures o hazardous
chemical substances are unaware of the
hazards posed by these substances; and
are thus incapable of protecting
themselves or ensuring that their
emmployers provide adequate protection.
The need for zelf-protection is no trivizal
matter. Waorkers are exposed to
hazmedous ckeniicsls both in the
workglace and the general envirenment,
making them ihe greatest involuntary
consumers of hazardous chemicals in
the nation. And in many cases, exposure
in the werkplace is fzr greater than what
occurs in the gereral environment,
Consecquently, to leave workers ignorant
of the hazards they face, without the
ability to protect themselves, would be
incompatible with OSHA's duty under
the Occupational Safety and Health Act
of 197Q, 29 U.S.C. $51 e seq., 1o assure
every working man and woman in the
naticn, so far as possible, safe and
healthfsl working conditicns,

This lack of an adequatz sysiem for
the identification and labeling of
hazardous substances in the workpluce
has Been, and continues 1o be, a
ceniributing factor in the occurrence of
occepational dizeaze. As the Committee
on Government Operations, U.S. Heuse
of Representatives concluded in its
report, Chemical Danirers in the
Woriploce (Trirty-forth Report, 1976)
(25):

Identifyi~g end coatrolling toxic
substances in the workplace is becoming
progressively mine difficult as more
chemicals, chemical processes, end chemical
products are used in inductry. Tens of
thousands of trade-name products, whose
chemical contents are not disclosed, are used
daily. Lack of knawledge abou! exposure
hampers the identification of occupationally

‘cnused ciiseases. illnesces, and déé:hs and.is
a major impediment to preventing them,

Dr. Thomas Mancuso, an occupational
medicine practitioner for thirty years,
addressed the problem of inadequate
chemical substance identification at
Congressional hearings held in 1976 on
control of toxic substances in the
workplace (25). Dr. Mancuso stated: °

¢ * * the doctor in practice, if he is to
make a medical diagnosis, needs infarmatinn
about the work environment and the specific
work exposures, the specific chemicals to
which his worker patient was ex»osed prior
to the illness. Basically, this lack of
informstion constitutes the fundamental
chstacle to the recognition of causality of an-

_occupational illness and appropriate steps

and approactes must be evolved to overcome

- this fundamental problem.

Dr. Mancuso also indicated that there
is a nation-wide lack of recognition of

" occupationally-related illness, disease,

and death by the worker and his famiily,
by the doctor, by the industry and by the
government. He further stated:

This stems in general [rom the fact that for
decades the workers, the doclors and society
have bzen pradominantly crientad and
trained on the infectious causes of disease,
due to bacteria and virusra, end Ciere has
Leen a corresponding lack of realization of
the inipact of the many thousands of
ckemicals—the microciemicals in the work
envirenment—in the cavsation of illness,
disability, and death.

Similarly, Dr. Daniel Teiteloaum, a
practicing occupational toxicolosist
familiar with the problems of
inaciequate substance identification in
occupational madicine, offeéred the
following testimony =zt the OSHA
hearings on access to recerds (28):

(Wihen such {chemical identifization)
information is not provided to a consultant,
diagrostic difficuities often occur. Patients
usually do not know what malerisls were
used in the course of their employment. Even
if they arc familiar with the material, they do
no! know the health effects, the level of their
exposule, or the chemistry of the materijal
ite<lf. They ate veually unable to provide to
me erouzh infsaaation fo: develogpment of a
definitive diagnostic and treatment pregram,
(Ir. 116, CSHIA Docket H-312)

T'o end the disparity betwesn what
workers now know and what they

‘should know about potential chemical

hazards in the workplace, OSHA is
today proposing a comprehensive
hazard identification standard which
will require employers to communicate
two types of basic infurmation to their
employees. Under the standard, 2
employer must inform emplovees of the
precise chemical identity of the
hazardous chemicals with wiich they
woik. The employer must aiso warn
employces of the particular hazards

.Approved For Release 2008/08/28 : CIA-RDP86-00735R000100010030-0
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-posed by chemicals in the workplace,

including any applicable precautions to
be used when working with hazardous
chemicals. This information would be
conveyed to the workers by the use of
container labels, placards, and material

safety data sheets.

The benefit of informing workers of -
the particular hazards of a ¢hemical is
immediate and direct. The need for ~
workers to know the precise chemical
identities of the hazardous chemicals
with which they work is less direct, but
no less important.

Access to the precise chemical
identity of hazardous chemicals will
substantially improve the ability of

-workers-to participate &ctively in the

promotion of health and safety in the

workplace, whether their efferts be

individual or combined with the efforts
of physicians, unions, or agencies of
government concerned with worker
heslth. For example, access to the
precise chemical identities of hazardous
chemicels will give workers the
capability to:

—Provide physicians with exact
descriptions of workplace exposures
when workers suspect occupational

-causes of disease or material
impairinent cf bodily functions;

—Complement incomplete information
communicated to workers concerning
the hazards of workplace chemicals;

—Pagticipate with their employers on an
intelligent basis in designing and
implementing industrial hygiene
precautions and procedures to
promote workplace health and safety.

In addition, if a 1equirement for a
substance-employee identification list
is included in the finale rule, then
workers will be able to:

—-Obtain an accurate history of the
hazardous chemicals to which a
worker might have been exposed in
the workplace es an aid in identifying
the causes of chronic diseases and
diseases with long latency periods;

--Determine, with scientific assictance,
any additional adverse effects upon
workers. that are known to be caused
by prolonged exposures to chemicals
which have been classiiied’as posing
only a moderately acute hazard; -

- —Determine, with scientific assistance,

whether worker exposure to various
chenicals results in symernistic
adverse effecis not atiributable to any
one chemical.

Without access to precise chemical

_ identity, workers must continue to rely

principally upon their employers, and
upon the limited resources of OSHA and
NIOQSH, for protection against injury and
disease caused by hazardous chemicels.
These resources are inadequate, and to

Y

fulfill its statutory mandate to strive for

a safe and healthful werkplace for every
worker, OSHA must give workers the
means to protect themselves.

OStIA realizes that some employers
have already made efforts to institute
substance identification and labeling |
practices in their establishments as part
of their occupational safety and health
programs. However, although they may
conform to some industry consensus
standard, such as that of-ANSI, these
programs are not uniformly designed or

- self-enforced. Also, the use of

identification systems is not widespread
in industry. Even when a system is in
place, the system may be unique only to
that establishment, and may not be as
compzehensive as would be necessary
to be truly effective. These inadequacies
were clearly demonstrated by the
results of the NIOSH occupational
health survey, which is discussed below.
As g result, the Commitiee ca
Government Operations concludad in its
1976 report that voluntary identification
standards were not adequately
protecting employees. The report stated
(26):

Attempts at seif-regulation by the chemical
industry have not generated adequate
information for buyers and users abuut toxic
chermicals in industrial products. Voluntary
labeling guidelines developed by the
chemical manufacturing industry are direcled
primarily to the avoidance of injury from
single, eccidental exposures and do not
address the health hazards caused by chronic
low-level exposure io toxic chemical
substances.

As a result of their investigations in
this regard, the Committee concluded:

We Lelieve that industry self-regulation is
preferable to governmental intervention if it
can produce the necessary level of safety. To
this peint, however, self-regulation, aithough
laudable, has not been equal to the task.

Similarly, the provisions contained in
the regulations of other Federal agencies
and state governments, which are
described below, are also not
comprehensive in scope. None of the
Federa) statuies adeguatcly addresses
itsclf to the problems presented by
hazardous materials in the workplace
environmert. Vokile nice of the filty
states have regulations covering labeling
in the workp!ace. these standards are
not comprehensive or uniform, and this
small number of state laws is not
sufficient to adequatcly protect the vast
majority of American workers.
Nonetheless, the fact that the states are
begiuning to recognize the nead for
reguiation of this type indicates the need
for national, uniforn standards to
address a preblom whick, as Congress
recognized in the OSH Act and in
subsequent oversight hearings, is of

*

"nationwide scope. The pi‘bposed

standard will help to avoid the pcteatial
for conflicting state-imposed burdens on
interstate commerce.

The proposed hazards identification
standard has been developed as the
second major comporent of a tetal
information system desigied to convey
to workers information essentia! to
awareness of existing and potertial job
related health hazards. The first

- component of this-system is GSHA's -

standard on Access to Employee
Exposure and Medical Records, 29 CFR
1910.20 (45 Federal Register 35212 e?
seg., May 23, 1980), which provides
employees exposed to toxic substances
and harmful physical agents with access
to their-employer mainteined exposure
and medical records.

The information provided by the
existing access standard and the
proposed hazard identification standard
is complementary, and without the type
of information provided by either
standard, the ability of workers to
understand and react to significant
workplace hazards will be significantly-
diminished. The access standard
generaily assures employees access,
upon request, to information concerning
the identification of toxic subsiances
and harmful physicel agents to which
they are exposed, as well as access to
other exposure and hLealth infoimation,
if such information has been recorded
by the employer. Access by employees
to such records theveby provides an
early warning system of possible
occupational health hazards and is
crucial to the overall purposes of the
Act. The access standard dees not,
however, require the creation of such
records. The hazard identification
standard, therefore, will signilicantly
add to the informational righis provided
to employees in the arcess standard by
affirmatively assuring that chemical
menufactuters and vsers will establish
hazard identification systems within
their workplaces. Furthermore, urlike
the access standard, the hazards
identification standard is designed to
assure that hazards-reiated information
vill low from the mamfacturers ard
importers to the downsiream enployens
of industrial users, who, because of the
trade name problem, are themselves
of'en unaware of the identitins or
hazards posed by chemicals in their
workplaces. Accordingly, to provide
arything less than the busic infrrmation
afforded by these twin ston .0 o wnuld
deprive workers of the ri¢hit t protect
themselves from danger.

The two rules do, bowever, is some
situations overlap; this theicmay Le a
need to modify the language of the
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et

access standard upon final promulgation
of a chemical identification and labe
staudard. Comments are invited as to
which provisions, if any, in the access
standard should be changed in light of
the hazard identifiction standard. OSHA
Joes not anticipate substantial
alterations in the content of the Access
standard, but does intend tp make
necessary conforming amendments so

that similar terms are used consistently

in both rules.

11. Background to'the Hazard
identification Standard

A. Introduction
According to data obtained from the

National Cccupational Hazards Survey -

conducted by the National Institute for
Occupational Safety and Health
(NIOSH), approximately 25 million
American workers, or one in four, are
potentially exposed to ane or more of
the nearly 8,600 hazards idendtified by
NIOSH (see rcferences 1, 25, 26, and 27).
Occupaticnal exposure to the hazardous
substances covered by this proposed
standard is common. The proposed
standard will provide information on
potential hazardous exposures to the
approximately 20.5 million people

- employed in the rearly 328,000
manufacturing faciiities in SIC
categories 20-33, including one million
workors in the chemical industry (31). In
addition, workers in other SIC
calegories will obtain partial
information on potential hazardous
exposures because the proposed
standard requires that labels, once
attached, remain affixed to containers
with hazardous contents.

In its General Industry Standards {28
CFR Part 1910, Subpart Z), OSHA
regulates approximately 430 toxic
substances, a small percentege of the
total number of toxic or hazardous
materials present in the workplace.
According to the Toxic Substances
.Control Act Chemical Substances
Inventoery (TSCAI) compiled by the
Environmental Protection Agency {EPA),
as of July, 1860, there are approximately
55,103 chemical substances which are
manufactured, imported or processed for
commercial purposes in the United .
States (4). The TSCAI figure includes
only those substances which are
covered by the Toxic Substances
Control Act, and does not include many
other substances, such as food
additives, drugs, cosmetics, and
pesticides, which can pose a hazard in
the workplace. In addition,
npproximately 1,000 new chemicals are
marketed each year. Thus, only gross
estimates can be made of the total
number of toxic or hazardous chemicals
to which the American worker may be

exposed, ag well as the number of
workers who are exposed to such
substances. The data does indicate that
both of these figures are extremely large.
The number of occupational illnesses
resuiting from occupational exposure to
hazardous substances is difficult to

. quantify. The most comprehensive

figures are compiled by the Bureau of
Laber Statistics (BLS) in an annual
survey of approximately 200,000
industrial facilities entitled,
“Occupational Injuries and lllnesses in
the United States by Industry.” BLS
reported approximately 168,000 new
cases of occupational illness in 1978,
and 162,000 in 1977. These figures do not
include the mumber of workers totally
disabled from occupational illness due
to chemical exposures who have left the
workforce.

An analysis of the survey reveals that
54.7 percent of occupational illnesses in
1976, and 57.9 percent of occupational
illnesses in 1977 fell into the categories
of illnesses (not counting malignant and
benign tumors) most likely to be related.
to chemical exposures. This comes to a
total of more than 180,000 illnesses in
those two years, some of which are
attributable to exposures which might
have been avoided by proper labeling.

The BLS report also indicates that a
large number of the fota) occupational
illnesses recorded occur in
mamdacturing industries (SIC Major
Groups 20-39]. In 1976, employees in
manufacturing industiies reported 57.5
percent of all occupational illnesses, but
accounted for less than 30 percent of
total employment. The 20 industries with
the highest rates of occupational illness
were all manufacturing industries.

Although these figures are substantial,
they probably urderestimate the
magnitude and severity of occupational
illness and injury. The BLS reports that:

The recording and repaorting of illness
contirue lo present some measuring
problems, since employers {end even doctors)
are ofien unable to recognize some illnesses
as being work related. The annual survey
includes data on only curvent and visible -
ilinesses of workers; it does not include Jata
on illnesses which might surface later.

Oceupational diseases caused by
chemical exposures are often not
recognized as such, and thus under-
reporting of chemically-caused
occipational disease is a major
problem. To assess the accuracy and
compieteness of worker compensation
reports and OSHA Foirm 200 reporte, the
University of Washington conducted a
two-year study for NICSH which was
published in 1875 (52}. Medical
examination of cver 800 employecs
revealed 346 cases of “probable
occupational disease'. These were g0
classified only if the abserved

manifestations of the disease were
consistent with those known to result
from excessive exposure to a specific
injurious agent, and the patient was
known to have had significant contact
with the particular agent during the
course of a normal working day. Of
these 346 cases, only 8 had been

recorded on either the OSHA Form 200

or in worker compensation reports.

B. Survey Estimates of Potential
Workplace Hazardous Exposures .

The lack of adequate chemical
substance identification in the
workplace was investigated a5 part of
the National Oceupetional Hazards
‘Survey undertaken by NIOSH in 1972 (1,
25, 26, 27).

The NIOSH surveyors visited over
5,200 industrial plants that had bcen
selected by the Bureau of Lahar
Statistics as a representative cross-
section of industry type and size.
Genzral information was collected
about each plant, such ag its major
product or service, the number of
employees, and the availability and kind
of medical care. The surveyors then
conducted walk-through inspections of
each facility to record worksr exposures
to specific health hazards. The INIOSH
tearis observed each process in the
plants, recorded the number of workers
in each job category, and listed the

-specific chemieal and physical agents to

which these workers were potentially
exposed.

If an employee was exposed to a
trade-name product, the surveyor
recorded the name of the product, its
manufacturer, and the ingrediants listed
on the product container. If labels on the
coniainers did not list the ingredients,
the surveyors tried to ascertain the
composition from material safety data
sheets or other sources at the plont. All
these sources supplied the needed

- information for only 10% of the trade-

name products.

The following is a summary of the
NIOSH findings in regards to the
adequacy of chemical substance
identification in the workplsce (25, 26,

7

Tabhle 1.--NOHS Findings

1. 85000 individi:al trade-name procducis were ident!id.

2. These 85,CC0 products accounted for 70% cf ail recordad
exposures, The remaining 30% of these erposuras ware
either properly identified chemicals or physical agents.

3. The tota! number of ‘hazardous' exposures reoresented by
these trade-nams products is not kngan, s c2 2 O3H wos
unable ta idantity the chemical compesien o al of those
products,

4. in 90% of th¢ trade-name product cases, neither the
enployer nor tha employes knew tha iderntty of the
cheicals in the trade-name products.

Approved For Release 2008/08/28 : CIA-RDP86-00735R000100010030-0
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NIOSH attempted to further identify
. the trade-name products by contacting
- the product manufacturers. This effort
was complicated by the prob!em of
‘nested" trade names—that is, when the

. manufacturer supplied NIOSH with

information on the chemical substances
contained in trade-name products,
approximately one-third contained
secondary trade-name chemicals. If the
secondary trade-nanie composed more
than 10 percent of the mixture, NIOSH
also pursued identification of it by
contacting the manufacturer.

NIOSH contacted over 10,000
manufacturers to cbtain additional .
information on the chemciel
identification of the trade-name
” products. At the time they reported their
*findings to Congress in 1976, NIOSH had
obtained product ingredient information
on over 40,000 trade-name products. The
following is a summary of NIOSH
findings in regards to trade-name
products {TRN) (25, 26):

Table 2.~Poiential Exposure to TRN Froducts
Containing Hazards

Total number of trade nam? products = 45,404

Total number of employces exposed to TRN pfod\m =
278,324

Totai number of exposures for employess named above =
1,420,717

Of the total number ¢f employees exposed to TAN products,
the number exposmd to OSHA-egulated, chemicale =
126,028

Tote! number of exposwes fur the atove enployess =
308,667

Percentags of employees - exposed o OuHA-luqdﬂlEd
chemicsls = 45%

_Of employess exposed to TRN products which coatain

OSHA-regusated chomicals, the number of emplovees ax-
posed 10 products whosa composition is deemed to be &
trade seciat = £6,727

Tota! number of exposures for the above empioyees =
113,665

Table 3.~Potential Exposure to TAN FProducts
Containing Carcinogens

Number of TRN products that contain at least cne oi the 15/
OSHA regulates™ carcinogens =427

Total numoer of employess exposed to TRN products con-
taining carcinogens = 5,638

Total number ¢! carcinogen exposures for epnoyees named
above = 7,132

Percentage of employces oxposed to carminngens .= 2%

Total number of e~ sloy22s avpozad 1o TAN woaducts cnn
taining carcinogens which the manufactrers cai tade
secret = 2,830

Total numbar ¢f exposures 'or employees ramed above
3,274

*Number of regutated carcinogens = 16

The NOHS survey promoted the
Committee on Government Operations,
in its report on chemical dangers in the
workplace, to state that they thought the
NOHS “* * * disclosed alarming

- conditions.” They further indicated that:

{T]he problem of warker and employer
ignorance of hazardous substances used in
industry is far greater than preﬂously
supposed. The chief cause is the practice of
identifying chemical campounds by trade
names without the disclosure of ingredients,
wkich thwarts even the most conscientious
attempt to alert workers to exposures beyond
specified limits.

They concluded:

It is clear that the major oblecnves of the
Act override narrow self-interest on the part
of manufacturers. No trade secret can justify
exposing great numbers of American workers
to cancer-causing agents or other toxic
chemicals. Any trade-rame product
containing a substance known te be
hazardous or a carcinogen must be clearly
labeled so that precautions may be taken.

The NOHS survey thus providad
strong evidence that chemical substance
identification was not sufficiently
widespread to protect employees
adequately, and that an OSHA standard

.in-this area is necessary to provide such

protection.

C. Previous Secogmnan of the Need for

Labeling

For nearly sixty years, various
government, industry and professional
organizations have recognized the need
to label hazardous substances, and have
sought to identify relevant issues, as
well as to develop compiehensive and
consistent syslems. Several of the more
recent documents of significance will be
discussed.

1. Occupaiionul Safety and Health
Administration (OSHA) Standards: The
Occupational Safety and Health Act, 26
U.S.C. 651 et ség., was passed to assure
safe and healthful working conditions
for working men and women (5). Section

" 6{b){7), one of the secticrs which

delegates OSHA the authority to
promulgate labeling requirements,
states:

Any standard promulgated under this
subsection shall prescribe the use of labels or
other appropriate furms of warning as are
necessary to insure that employees are
apprised of all hazards to which they are
exposcd, relevant sympioms and appropriate
emetgency treatment, and proper coaditions
and pracautions of safe use or exposure.

Severa! of OZHIA's safely snd health
standards for General Industry in 29
CFR Part 191G{3) were subseguently
promul*a 2d with such laleling
requx“eme'..a for a relatively S'I\\_'L]
number cf specific substances. (These
standards are listed in Tables 4 and 5 of
section {C) below).

2. National Institute for Occupational
Safety and Health (NIOSH) Criteria
Docunieni: OSHA and N1OSH have long
recoznized the desireapility of a uniform
and compiete system to identify

hazardous materials found in the
workplace. Under section 22(c)(1} of the
OSH Act, which authorized NIOSH to
develop reccmmended occupational

‘safety and health standards, a criteria

document.was published in 1974 which
was entitled, “A Recommended
Standard . . . An Idextificaticn System
for Gecupationally Hazardous
Materiais” (7). The recommended

. standard was designed to inforin
‘employees of potentially hazardous

materials which are encountered in the
workplace by a three-coinponent

" warning system, including the use of

placards, labels, and Material Safety
Data Sheets.

A "hazardous material” was defined
by NIOSH as “‘a substance or mixture of
substances having intrinsic pro;.crties
capable of producing adverse «flects on
the health or safety of the worker”.
NICSH recognized that all materials
“can cause unwanted changes vader
scme circumstances, but a careful
assessment of properties and
circumstances will classify common
substances such as water and sodium
chloride as practically nonhazardous

“materials from the viewpoint ¢f the need

for informing the worker".

NIOSH further refined their definition
of hazardous by stating that a material
would be considered hazardous if it met
any one of the following criteria:

“(1) Toxicity—A toxic substance is

~ene that has desnoustatad the potential
to: endanger human life by exnasure via

any route found in the workplace;
produce short or long-term disease or
bodily injury; affect hezlth adv »rsoly
induce cancer or other neoplastic eifects
in man or experimental animals; induce
a trausmissible change in the
characteristics of an offspring from
those of its human or experimental
animal parents; or cause the production
of physical defects in the developing
human or experimental animal embryo.

“In the absence of human or animal
effects data described above, a toxic
subistance is one that prodm,ns death in
experinental animais esposed o the
substances in quantities and bv routes
which are rmsorrﬂvl trorhe
following cut-o'f points apply to crimal
exposure data:

A single oral LD50 of up to 5,030 rrg/kg.

A single inhaaticm exposur2 1C 5 <[ u
to 10,500 ppm fur ©:zes, or x"J Thumz /
cu m by volume for mists oz ¢

A single skin vhcor; tion (percut snedus)

1050 of up to 2,800 meg/kg"

*(2) Flammability—A flammable
substance is one that will burn in air
when exposed to a t(’.‘nlD(‘l‘dt\l e of 1,500
F (818 C) for a period cf five (5 rainutes
or less.”
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“(3) Reactivity—A reactive substance
is one that will release hazardous

" amounts of energy when subject to

shock, spark, or light, during
uncontrolled polymerization, or when
contacted by common substances, e.g.,
waler, air, or steel, or is a strong
oxidizing or reducing material.”

NIOSH further recommended that all
materials that are toxic, flammable, or
reactive be rated as to their relative
hazard. For example, a toxic substance
could be rated in any one of five toxicity

" categories, ranging from “no significant

health hazard” (zero rating) to “extreme
health hazard” (rating of four). Specific
criteria fcr determining in which

category a substance should be-included.
. were also recommended by NIOSH.

Information {o be used by the employer
to determine the appropriate hazard

-rating was to be assembled from

“reference sources, expert opinicn, and
direct experience and familiarity with
the materizal or specific combination of -
materials”. NIOSH also noted that
references are "major sources of
information on hazardous materials, but
many other sources are equally valuable
and should not be neglected.”

No specific guidance was pravided for
employers to assist them in making the
hazard determinations necessary to
comply with the requirements of the
NIOSH recommended standard, NIQSH
simply stated that following a review of
available information, *a composite
statement of the potential hazard from
the standpoint of health effect,
flammability, and reactivity can then be
formulated. The proper relative hazard
ratings are then assessed by a
comparison of the summary data with
the tables and relative rating
definitions.” For health effects
assessments, employers were directed
to use available human experience data
before using animal data, and to rate on
the basis of the “worst effect” when
both acute and chronic data are
available, NIOSH did not provide any
examples of how specific substances
would be rated according to their
recommended classification scheme.

In addition to labels, NIOSH
recommended that employers be

required to-have a Material Safety Data -

Sheet (MSDS) for each hazardous
material or mixture of hazardous
materials..A format for the MSDS was
also recommended by NIOSH, and
included the following categories of
information: )

1. Product Identification

2, Hazardous Ingredients

3. Physical Data

4, Fire and Explosion Data

6. Health Hazard Information

6. Reactivity Data

7. Spill or Leak Procedures -

8. Special Protection information

8. Special Precautions

3. Report of the OSHA Standards
Advisory Committee. In 1974, the OSHA
Standards Advisory Committee on
Hazardous Materials Labeling was
formed in accordance with Section 7(b)
of the OSH Act {8). The purpese of this
committee, which was comprised of
experts representing employers,
employees, the Federa! govenment, state
governments, and the public, was to
develop generic guidelines for the

. implementation of Section 6{b)(7) of the

OSH Act, The recommendations of the
Committee involved a “total systems"
approach to the problem of labeling.
This approech included tlassification of
hazards and the use of warning devices,
such as labels and placards, coupled
with the use of physical/chemical data
and employee training programs. The
Committee “identified and confined its
discussion to four categories of hazards,
namely, flammability hazards, health
hazards, reactivity hazards, and
materials hazardous by reason of being
under pressure in their container”. For
each of these categories, a number of
sub-categories were developed and the -
Committee recommended the criteria a
substance would have to meet to be
included in these sub-categories.
Wherever possible, the Commitiee
defined these criteria similar to
currently used and sccepted definitions.

“For example, the definition of “unstable

{reactive) material” was that which
OSHA already used in 29 CFR
1910.106(a}(20). The Committce
recommended adoption of such a
labeling standard to serve both
employer and employee by providing a
safer and more healthy working
environment. The final report of the
Committee was submitted to the
Assistant Secretary of Labor on June 6,
1975.

In terms of health hazards, the

-Committee recommended that a labeling

standard be developed by OSHA to
cover any material which is:
-3 czreinogen;

—a corrosive to eyes;

—a corrosive to skin;
~—extremely toxic;

—highly toxic;

-——an irritant;

—a mulagen;

—a strong sensitizer;

—a {eratogen; or

~—toxic. .

The Committee defined each of these
terms, and based their definitions on
available test methods wherever
pessible. However, in some cases they
determined that the issues involved

were 8o complex that the Committee
thovght resolution of them should be left
to the Secretary of Labor. Carcincgens,
mutagens, strong sensitizers, and
teratogens were thus defined very
generally, and OSHA would not have
been able to incorporate the

- Committee’s recommendations into a

standard without further refining these
definitions. . .

The definitions of “extremely toxic",
*highly toxic”, and “toxic" were based
on estimates of lethal dose. For

" example, the following are the criteria

recommended for determining that a
material is “extremely toxic":
*(i) a material that has a median

" lethal dose (1.D50) of 5 milligrams or less

rer kilegram of body weight when
administered orally to albino rats
weighing between 200 grams and 300
grams each;®

*() & material that has a median
lethai dose (LD50) of 20 milligrams or
less per kilogram of body weight when
administered by continuous contact for
24 hours or less with the bare skin of
albino rabbits weighing between 2
kilograms and 3 kilograms each; or

“(iii) a material that has a median
lethal concentration (LG59) in air of 50
parts per million by volume-or less of

gas or vapor or 0.5 milligrams per liter or

less of mist, fume or dust when
sdministered by continuous inhalation
for one Lour or less to albino rats
weighing between 200 grams and 360
grams each.” '
Given this type of definition for
toxicity, it 1s clear thiat chronic effects
other than carcinogenicity, mutagenicity
or teratogenicity would not be
specifically covered by the standard
recommended by the Advisory
Comumittee. The Committee did

. recommend that the Secretary retain the

right to regulate “special” hazards, not
otherwise specifically designated, and
essumed this method would te used to
cover chronic hazards.

The Advisory Commiitee did not
provide any guidance for employers to
determine whether a substance meets
the recommended criteria for being

toxiz, No indication of where employers

can find the toxicity data needed to-
comply with the standard is given. The
Committee also did not indicate how
employers should assess avails®:le data.
The question of how to resolve
conflicting test results to determine the
applicable 1.C50 was not addressad.

4. American National Standa:rds
Institute (ANSI) Standard. Industry also
recognized the need for an official
standard for the precautionary labeling
of hazardous chemicals wsed in the
workplace. In 1944, the Manufacturing
Chemists Association, since renamed
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Chemical Manufacturers Association
(CMA), a-trade association composed of
members of the chemical industry,
established their Labels and
Precautionary Information (LAPI)
Committee. This committee produced
the first published guide to
precautionary labeling for hazardous
chemicals (Manual L~1) in 1946. In 1970,

. the LAPI voiced their strong support for -

precautionary labeling being part of
worker safety programs in the following
statement:

Precauticnary information should, as far'as
is practicable, reach every personusing,

- handling, or storing hazardous substances.

The most practical means of disseminating
this information has been found to be by
precautionary labels, affixed to containers of

hazardous substances; bearing appropriate- -

precautionary statements expressed as
simply and briefly as possible.

{Manufacturing Chemists Association, Cuide -

to Precgutionary Labeling of Hazardous
Chemicols, Manual L-1, 7th ed. 1970, p. 9).

A subcommittee of the LAPI
Committee also assisted in the

" development of the American Nationa}

Standards Institute {ANSI) standard
entitled “American National Standard
for the Precautionary Labeling of
Hazardous Industrial Chemicals” (8).
This standard, published in 1976, is

. considered to be the official guideline

for voluntary use by industry for the
precautionary labeling of hazardous
chemicals used in industrial operations.
Some industry representatives have
maintained that an OSHA labeling
standard is not necessary because
industry already voluntarily complies
with the ANSI standard. However,
findings of the National Occupational
Hazards Survey {NOHS) demonstrated
that this is not the case in many
situations. The ANSI standard is nearly
identical to the manual produced by the
CMA for its member companies. As
stated above, this manual was first

.available in 1948. However, the NOHS

found that CMA member companies did
not fare well in terms of identifying
dangerous products to purchasers. As
reported in 1976 by MIOSH to the House

 of Representatives’' Committee on

Government Operations (26), CMA
members manufactured almost 9,000 of
the trade-name products found in the
NOHS, and designated over 3,000 of
these as trade secrets. In addition, over
3,000 of the 9,000 trade-name products
contained OSHA-regulated chemicals,
and 1,440 of these products were among
those that CMA members had
designated as trade secrets.

The ANSI standard applies to the
precautionary labeling of “hazardous
chemicals used under industrial
occupational conditions”. “Hazardous

» chemical” is defined as “a chemical or -

‘mixture of chemicals that is toxic, highly
toxic, irritant, corrosive, a strong
oxidizer, a strong sensitizer,
combustible, flammable, extremely
flammable, dangerously reactive, or
pressure-generating, or. which otherwise
may cause substantial illness during or

" as a direct result of any customary or

reasonable foreseeable handling or use"”.
Each of the specific listed hazards is
individually defined by ANSI. However,
no definition or guidance is provided to
help employers determine what a
“substantial illness"” is, or which
substances may cause such illnesses.
The definitions of “toxic" and “highly-
toxic" involve lethal dose
determinations.’Thus chronic effects are
not specifically addressed by the ANSI.
standard. In fact, the ANSI standard is

‘even less protective in terms of chronic

effects than the Advisory Committee’s
recommended standard would be since
even carcinogenicity, mutagenicity, and
teratogenicity are not covered by ANSI.
Furthermore, the ANSI standard does

. not specify the precise mode of

identification required, simply stating
that it should be “adequate to permit
selection cf proper action in case of
exposure”. ANSI also does not specify
what percentage of a mixture a
hazardous component must comprise to
trigger the identification requirements,
but indicates that “those compounds
which contributes substantially te the
hazard(s) shall be identified".

The House of Representatives’

- Committee on Government Operations

concluded on the basis of their
‘evaluation’of testimony presented at
their hearings that the ANSI standard
does not adequately_cover chemical
substance identification (26). There were
two major reasons for their conclusions.
First of all, the ANSI standard is a guide
for industry, and there is no requirement
for industry to comply with such a guide.
Second, the Committee recognized that
the ANSI standard does not address
chronic effects. Their report stated:

A second problem with the ANSI standard
is that, like the MCA guide, it is deficient in
recognizing potential harm from continuous
low-tevel exposures. It does not include
labeling guidelines for chemicals that can

cause cancer or genetic defects. Without such -

labeling, all known hazards are npt
addressed. ’

Most recently; the issue of labeling in
the workplace was addressed in "An
Interim Report to the Congress on
Occupational Diseases,” submitted by

- the U.S. Department of Labor in June,

1980 (2). In this report, OSHA indicates
the importance of including in its health
standards requirements for the use of
hazard warning signs or labels. In health

standards which regulate workplace
exposures to hazardous substances,
such labeling provisions are considered

" to be necessary to the primary

prevention of occupational disease by
informing workers of the dangers due to
exposure and of methods of prevention.
Other primary means of preventing
occupational disease, to be used in
conjunction with labeling, include .
employee exposure monitoring. medical
surveillance, and training, as well as
compliance with permissible exposure
limits to regulate- employee exposures to
hazardous substances.

D. Selected Labeling Regulations Which
Are Currently in Effect

1. Occupational Safety und Health -

- Administration (OSHA). OSHA's safety

and health standards for General
Industry, 29 CFR Part 1910, were either
adopled from voluntary consensus
standards, in accordance with Section
{6)(a) of the OSH Act, or were
promulgated by OSHA through the
rulemaking process prescribed by

~gection (6)(b) of the Act (3, 5). Several

standards from both sources currently
¢ontain provisions for labeling
hazardous materials which are present
in the workplace.

A number of the standards OSHA
edopted under section (6)(a) of the Act
require employers to placard, label or
mark various types of work sites or
containers (see Table 1). For example,
29 CFR 1910.103 covers Lydrogen. The
standard requires the cmployer to
permanently placard hydrogen storage
locations with-a warning equivalent to:
“HYDROGEN—FLAMMABLE CAS—
NO SMOKING—NO OPEN FLAMES".,
In addition, a portable container of
hydrogen must be legibly marked with
the name “Hydrogen”, in accordance
with “Marking Portable Compressed
Gas Confainers to Identify the Material
Contained” ANSI Z48.1-1954.

Another OSHA safety standard which
addresses labeling of hazardous
materials is 29 CFR 1910.252, which
covers welding, cutting and brazing. For
example, containers of welding
materials with significant amounts of
cadmium in them must be marked as
follows: o
WARNING :
CONTAINS CADMIUM—POISONOU

FUMES MAY BE FOPMED ON

HEATING

Do not breathe fumes. Use only with
adequate ventilation such as fume
collectors, exhaust ventilators, or air-
supplied respirators. See ANSI Z49.1-
1967.

I chest pain, cough, cr fever develops
alter use, call physician immediately.
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serious bodly harm.,
Frebiphenyl.... Cancer-suspect agent.
A Cancer-suspect agent.

"= Chloro- Cancer-suspect agont,

" Cancer agent,
“ra {and its

~ “rioromethyl  Cancer-suspect agent.
Cancor-guspect agent.

Sy

.. Gancer-suspect agant.

- «viphenyl., Cancer-suspect g
nne....... Cancer-suspect 2gant.
Cancer-suspect agent,
“
Cancer-suspoct agent.
*ane,

Cancer-suspect agent.
Cancer-suspect agent.

© o Mride ... Cancer-suspect,oxtremely
flammable gas urder pres-
sure. .
Cancer-suspect, harmiul if in-
haled or swaliowed.
Cancer hazard.

May causo acuta or do'ayed
tung injury.

in the workplace.
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o -wing tuble summarizes the Table 5.—~Subpart Z standards Which Contain 3. Environmental Protection Agency
e "4y standards-which include Labeling Requirements—Continued - (EPA). In 1978, the Toxic Substances
S A ™., for hazard identification:. — ‘ ; Control Act (TSCA) (15 11.5.C: 2601 et
«i4 Safety Standards Adopted - 1o, and subsiance lnformaton on fabel seq.) was passed (18). This Act gives
* Y T L &a) of the Act Which Con- 19101044 1.2-dirémo-3-  Cancer hazard, EPA broad authority to regulate
£ gurements chloropiopare. chemical substances and mixtures
‘ o 19101045 Acrylonitrfe.......... Cancer hazard. which present an unreasonable risk of
L gose ",g{:i';.t;j‘ ilr}jx_;ry t-;)chfi&h or the en‘v‘ironn‘:etnt.
3 uir ire . : X . Jnder TSCA, unressonable risk to
e S 2. Fair Packaging and Labeling Act. humzn health or the environrrent may
BEPCRIN I X x Cong{ess pass.d t-he Fair Packag_mg _ﬂﬂd be regulated wherever it occurs. TSCA
. v X ol Labelirg Act (29) in 1966 to reguire -also emphasizes delayed or chrenic
aammon X x information to be provided to consumers  effects of chemical exposure,
. about the commodities they purchase. particularly cancer, gene mutations and
e Congress stated: “Packages and their birth defects. :
A : labels should enable consumers to . .
TTaaw oing, X X obtain accurate informaticn as to the - Under Section 6¢a)(3) of this Act, EPA
o : - quantity of the conterts and should may require that a substance, n'nxture or -
. OSHA health staridard facilitate value comparisons.” The Act - article be marked or =3_{:c0ﬂmp§med by
" +r section (6)(a) of the Act, applies to anyone engaged in packaging warnings.and instructions with reslpegt
. 1000, Air Contaminants, or labeling consumex:_c_ommpdit_:es. The to its use, dxs{nbutnon and disposal. To _
ude iabelin° provisions, " Food an‘d'Dmg Adm@strauon s date, no }abelxn% rule:f have been
b of the other health responsible for enforcing the Act in premulgated under TSCA. »
. which were promulgated for ~ ¢8ards to food. drugs, devices or The Federal Insecticide, Fungicide,
substances under section cosmetics which they regulate, while and Rodenticide Act (FIFRA) (7 U.S.C.
~¢ Act, do include provisions other consunier commodities are 136 et thorizes EPA |
i labels. . regulated by the Federal Trade- 3G e .seq.) authorizes to reguiate
. ;?ngs required under each Comn}ission. i pesticides (19). To carry out its slatuiory
e specific to the substance Basically, the Act requires consumer f‘nﬂlid'ate to protect against .
‘ ited. Each sign or label must ~ ¢ommodities distributed in coramerceto  “unteasonable ad.ve'zr;se effects”, EPA
2 ise chemical be labeled w;m: . Tequires th'fzt pestxgxces'x be tested prior
_i:;::-z?tha eubstance, as well (1) The identity of the commodity, and  to registration, which hqenses .
- hazard warnings or the name and place of busl-nes.s of the dns%nbutlon and mar'ketmg, to determine
v :..'y measures are indicated in.  Manufacturer, packer, or distributor; and their health and-em’lrnnmen‘!a! effects.
-4 Table 5is a ¢ ompilation of (2) The net queniity of»cont.ents. in An ixr{ay.of.acqte,‘aubphromc and )
ards. incld ding the sec Hon whatever measure {8 appropriate fgr the C}_lf(;\m(‘- testing is required, together with
Tach. the substance covered package and 1;3 contents (weight, linear gn;'lronmental chemistry and safety
Yy f ' measure, areal, ata.
' j;dé‘]d (l’;l‘; ﬂ;er Information to FDA and FTC have specific :
‘A lhe abel, ) . regulations describing their - Acute effects testing generally
¢ e e Zubpant Z standards Which Contain - implementation and enforcement of the includes acute oral, dermal and
-abeling Requirements Fair Packaging and Labeling Act. Since inkalation toxicity tests, and skin and
o— ——— the Act is divected towards consumers, = eye cifects potential. The following table
compliance with its requirements does summarizes the acute toxicity
ratos..... Breathing dust may cawe 1Ot provide information for employees categorization scheme utilized by EPA

{is):

Table 6.—Toxicity Calegories
Hazard Indicators - [} L} ] v
Oral LDSO Up to and inciuding  From 50 thru 500 From 500 thru 5,000 Greater than 5,000
o " 50 mg/kg. . mo’kg. my’ag. mg/he.
Inhalation LC5D ... vcvcensivcsissvessonsennns. U 16 ARG including  From 2 thru 2 mg/ From 2 trw 20 my/  Gres'er than 20 mg/
2 my/liter, fiter. Her, liter.
DR LDBO.comecaveunssesssonmsismanssassarsisrssensen Up to and including  From 250 thru 2,000 From 2.000 thry Sreator than 20,00C.
200 mg/kg. 20.000.
- EY0 6HOCHS o veuseseseseeeneee mrcvsprssrennnnen e COTFOSIVE: COMNeal - Cornaal opacity N3 corneal opacity;  No kritaion,
.opacity aot ritation reversible  reversible witun 7
revorsible within 7 within 7 days; -~ days.
iritaon parsisting
. for 7 days. R
Skin @HECES......coourneeresnessnrnn - Severe irritation at  Moderate irfitation MY or slight irritation
. ’ 72 hours. at 72 hours. - at 72 hours.

Required subchronic and chronic
toxicity testing varies, but may include
assessment of oncogenic, mutagenic,
teratogenic, reproductive, and metabolic
effects; other adverse effects on the

central nervous system or hecmatopoietic
system; and histological changes in the
organs, including but not limited to liver,
kidney, and both male and female
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‘ reproductive’systems. The extent of

chronic testing for a particular pesticide

- depends on a number of factors, such as

the intended use, type of epplication and
chemical family.

It should be noted, however, that
many registered pesticides have not
been adequately tested to datermine
chronic effects, and therefors cuch data

- is not always available. EPA dizcussed .

this lack of data in the preamble to their
regulations on conditional registration of
pesticides (44 FR 27935; May 11, 1979):

There are many pesticides registered that
have not yet been addressed by either the
generic standards program, or the RPAR
program, and thus may not have been-

evaluated agninst the unrearornable adverse

effects standard of FIFRA section 3({c)(5). The
Agency intends to move ahead rapidly with
bo!h programs. Nevertheless, it will be some
time before a significant number of pesticides
are reviewed within these systems, and an
even longer time before chronic hazard
studies to serve as a basis for reaching

- regulatory decisions are completed by

registrants. During this interim period, many
of the risks associated with the use of
pesticides will not be identifed or fully
quantified * * *

EPA has issued proposed testmg
guidelines for many of the studies that
may now be required during the
registration process (21).

Based on the testing results, ERA.
determines whether & pesticide may

_ cause unreasonable adverse eifects, and

‘therefore whether it may be registered.

. In conjunction with registration, EPA

may classify a product for restricted use,

. a determination that additional

testrictions are necessary to prevent
unreasonable adverse effects. Further, a
pesticide product must be labeled
according to Agency-established
requirements. Labeling is a significant
adjunct to the registration process .
because under FIFRA, the label is the
legal standard by which pesticide

. misuse is judged. Under Section 12 of

FIFRA, it is a violation of the Act to “use
a registered pesticide in a manner
inconsistent with its labeling”, and
penalties may be levied under Section-

14 of FIFRA for this violation,

EPA specifies that the pesticide label
must include the following information
(40 CFR 162.10): .

1. Product name;

2. Company name and address;

3. Net contents;

4. EPA (Product) Registration number;

5. EPA {Producing} Establishment
number;

6. a. Ingredients statement, including
the name and percentage of each active
ingredient {accepted common nawme, if
there is one, followed by the chemical
name}; , :

‘evalnatedrelative-to-all products and
. uses affected to determine whether the -

b A sxgnal word, based on the acute
effects of the pesticide (Danger.

‘Waraing, or Caution);

¢. A child hazard warning, “Keep Out
of Reach of Children™;

7. A series of precautionary
statements addressing human health,
environmental effects on fish and
wud“fe. and physical/chemical hazards
the product may-pose;

8. A statement of practical treatment
in the event of exposure;

9. If restricted use, a statement to that
effect; and .

10. Directions for use, storage,
disposal, and, if applicable, reentry into
areas where.the pesticide has been
uvsedy

Beyond these specified contents,
labels are developed by the individual

companies seeking registration and thus -

may vary in terms of additional contents
and appearance for the same product
from different produeers.

EPA has instituted a Rebuttable
Presumption’ Against Registration

"(RPAR) procedure to assess the risks

and benefits ‘of pesticides that are
identified as exceeding a threshold level
of hazard {40 CFR 162.11). Initially,
identification of RPAR candidates has
been accomplished through the
registraticn program. A pesnmde placed
within the RPAR system is fully

adverse effects identified are .
unreasonable. Evidence of either acute
or chronic “unreasonable” health effects
may result in initiation of an RPAR
proceeding. If the adverse effects are
demonstrated to be unreasonable during
the RPAR, cancellation or denial of
registration action may result. Thirty
substances have been placed in the
RPAR system, and five have been
completed.

4. Food and Drug Administration
(FDA). The Food, Drug, and Cosmetic
Act, administered by the FDA, provides
for the labeling of substances which are
ingested or come into close contact with
humans (24). The following preducts
must be labeled:

Foods

Cosmetics .
Prescription drugs
Over-the-counter drugs
Animal drugs

Biologics

Diagnostics
Radiological products
Medical devices

The labels required by FDA are
applied to the final products prior to
consumer distribution, and do not
provide any information or protection
for employees in the workplace who
may be exposed to hazardous

substances during the production
process.

Food is defined as articles used for
food or drink for man or other animals,
components of such articles, and
chewing gum. Section 403 of the Act
requires that foods be labeled with the

" following information:

1. Name and address of the
manufacturer, packer, or distributor;

2. Net amount of food in the package;

3. Common name of all
nonstandardized foods or the complete
name of a food listed in the Standard of
Identity;

4. Presence of any artificial flavoring,
artificial coloring, or chemical
preservative, indicated by the chemical
namne of the substance;

5. Ingredients by weight {except for
certain standardized foods);

8. Food for dietary uses must include
information on vitamins, minerals, and .
other dietary properties; and

7. Imitations must be labeled as
imitations.

FDA maintairis a list of substances
which are directly or indirectly added to
food and which are “generally
recognized as safe (GRAS)"” {21 CFR
Part 182). To be included on the GRAS
list, a substance’s safety must be
determined by scientists who-are -
experts in food safety. FDA defines the

V “safety” of food additives as follows:

“Safe” or “safety” meanc that there is &
reasonable certainty in the minds of
competent scientists that the substance is not
harmful under the intended conditions of use
¢ * + (21 CFR 170.3(i})

Although FDA may determine that a
substance is “safe” for purposes of their
regulations, this does not mean that the
same substances are necessarily “safe"
for employees exposed in the
occupational setting. ‘I'herefore, it seems
reasonable that a number of the GRAS
substances, as well as other food
additives, will be evoluated as hazards
under this proposed regulation.

Drugs are defined as ariicles
-recognized in the official United States

- Pharmacopeia, offical Homeopathic
- Pharmacopeia of the U.S., or ofticial

National Forumlary; or articles used to
prevent, diagnose, or treat disease; or
articles used to affect function or
structure in man or animals {21 11.5.C.
321). Medical devices are regulated
separately. Section 502 of the Food,
Drug, and Cosmetic Act sets forih the
following general labeling requirements
for drugs:

1. Name and address of the
manufacturer, packer, or distributor;

2. Net amount of drug in the package;

3. List of active ingredients, using
establishied names (the established
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name ls the official name desxg'lated xf
there is no such designation, the name
used in an official compenttium; or if a
name is not otherwise available, the
common name may be used);

4. “May be habit forming” if the drug
contains certain substances such as
opium; - .

5. Quantity of certain specified
substances such as alcohol;

6. If a prescription drug:

a. “Caution: Federal law prohibits
dispensing without prescription.”

b. Quantity or proportion of each
active ingredient.

¢. Names and quantities of all

‘ingredients if for injection,

d. Recommeanded dosaze:

e. Full nformahon on effects and
purposes.

f. Es!abl_xshed-namev in type at least
half as high as trade name.

7. If an over-the-counter drug: a
Identity statement followed by general
pharmacological category or principal
intended action.

b. Quantity of contents.

8. Adequate directions for use
including frequency, duration, and route
of administration, preparation for use,
and other dosage information; and

9. Adequate warnings (indications
that the drug has narcotic or habit
forming properties; warnings agoinst use
by persons having certain igediccd .

conditions or by children where use may

be dangerous to health, precsuntion
concerning safe dosage and manner of
use).

FDA has promulgated extensive .
specific drug labeling prowsxons under

“these genexdl requirements of the Act.
These provisions are addressed to either
the general categories of prescription or
over-the-counter drugs, or to individual,
specific drugs. .

There may be several stages of
labeling during the development and
packaging of a drug product. The first
involves bulk drug shipments from a
pharmaceutical manufacturer to another
establishment where the drug will be

. processed, labeled, or repacked in
substantial quantity. This esteblishment
then ships the drug product to a retail
firm or other dispensing facility {e.g., a
pharmacy). Then the drug is dispensed
to a custemer.

Bulk shipments are generally exempt
from the specific drug labeling
requirements of the Act but must bear
the statement “Caution: For
manufacturing, processing, or
repacking.” Bulk packages of dusage
units (such as tablets or capsulesj are
not covercd by this exemption. Certain
bulk shipinents of drugs must also bear
the statement “Caution: Federal law
prohibits dispensing without .

prescrxptmn" (21 CFR 201.122). li the
bulk shipment is to be used in the

manufacture, processing or répacking of - -

a new drug, the sh)pper may be required
to add to the warning as fcllows:
“Caution: For manufacturing,
processing, or repackaging in the
preparation of a new drug or new
animal drug limited by Federal law 1o
investigational use” {21 CFR 201.122(b)).

Labeling requirments for products
being shipped frem the packager to the
dispenser of the drug are diiferent for
prescription and over-the-counter drugs.

Generally, prescription drug labeling
must meet the following requirements
(21-CFR 20158} -

{a) The labeling shall contain a
summary of the essential scientific
information needed for the safe and

- effective use of the drug.

{b} The labeling shall be mformaine
and accurate and neither promotional in
tone nor false or misleading in any
particular.

{c) The labeling shall be based .
whenever possible on data derived from
human experience. No implied claims or
suggestions of drug use may be made if
.there is inadequate evidence of safety or
‘a lack of substantial evidence of
effectiveness. Conclusions based on
animal data but necessary for safe and
eliustive-use.of the drug in humans shall
be identified-as such and included with
humai dafe:in the appropriate section of
the labeling * * *”

The informaticn required is to be
presenied under the following subject
headings, and in this order:

Description.

Clinical Pharmacology.

Indications and Usage.

Contraindications.

Warnings.

Precautions.

“Adverse Reactions.

_ Drug Abuse and Dependence.

" Overdosage. .

Dosage and Administration.

How Supplied.

If necessary, the following headings
riay also be used:

Anima) Pharmacology a'ld/or

Animal Texizelogy.
, Clinical Studies.

References.

FDA provides specific guidance
indicating what information must be
provided under each heading (21 CFR
201.57). In addition, for some individual .
drugs FDA has promulgated spacific
provisions requiring certain information
to appear on the particular drug's label.

If the packager cannot fit all of this
infcrmation about the drug on the
container label, a package insert may be
used to supplement the label.

-

The informahon FDA requires is

-intended for the use of the physician or

pharmacist. Labels on dispensed drugs
are regulated by the individual State
Boards of Pharmacy, and thus vary from
state to state.

FDA als¢ has regulations specifying
labeling requirements f-» over-the-
counter drugs. Lasxrai‘ e o) muast
inciude a statement of idert v and a
decleration of the net guantily of the.

CUH OIS,

FDA has promulgated a number of
regulations for specific drug labeling of
both prescription and over-the counter
drugs.

For exdmple, lozenges, mout‘l washes,

. gargles and-other-articles sold over-the-

counter for relief of minor irritations of
the mouth or throat can only be labeled
“for the temporary.relief of minor.sore
throats”, if the following statement is

.also included: “Warning—Severe ar

persistent sore throat or sore throat
accompanied by high fever, headache,
nausea, and vomiting may be serious.
Consult physician pronmptly. Do not use
more than 2 days or administer to

_children under 3 years of age unless

directed by physician.”
Cosmetics are atticles applied to the

~ human body for cleanliness or to alter

appearance. Soap is not classified as a
cosmetic, Generally, under the Acta
cesmetic label requires the name of the
manufacturer, packer, or disicibutor and
statement of waight, bui-does not
require the listing of specific ingredients.
An exception is coal-tar hair dyes which
must be labeled to warn that they may
cause skin irritations, and should not be
used for eyebrows or lashes because
they may cause blindness. However,
FDA has promulgated in its regulations
under the Act an additional provision
which requires that each cosmetic
package “bear a declarstion of each
ingredient in descending crder of
predominance, except that fragrance or
flavor may be listed as fuzrance or
flavor” (21 CFR 701.3). The names of the
ingredients are to be either the FDA
adupted name, or in the absence of one,
the comunon or usual name. If there is no
adoptad or common name, the chemical
or tcchnical name is te he usad,

5. Department of Transportation
{DOT). Section 105(a) of the Hazardous
Materials Transporiation Act, which

* was passed in 1975, gave DOT the

authority to regulate the labe lmg of
hazardous materials in transportation
which may pose an vnreasonak!le risk to
health, safety, or property (22). The
Secretary of Transportation is given the
authority to designate which substances
are hazardous. In addition, the Sccretary

has the authority to rcgulate substances -

which meet the definition of hazardous,
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"but are not specifically designated as

such by the Secretary. The sh:pper is
thus required to determine if an
individual substance that is not on the
list is hazardous; and thus must be
labeled. Hazardous substances may
include, but are not limited to,

. explosives, radioactive materials, .

etiologic agents, flammable liquids or
solids, combustible liguids or solidx.
poisons {dargerous to life, known to be
a human health hazard, or presu'ned to
be a hazard on the basis of animal
testing results), oxidizing or corrosive
materials, and compressed gases.

Over 1500 individual substances or
categories of substances have beeri
designated es Hazardous {49 CFR Part
172) Sonte ¢f the categories are general
in nature, and thus the categories cover
most substances which are hazardous,
but are not specifically or individually
designated as such. For example, one
category is “drugs, not otherwise

" specified; Poison B". If a drug fits the

definition for a Poison B, it would thus
have to be labéled, even though it is not
individually listed by DOT by substance
name. A table which is part of the DOT
regulations indicates the specific
labeling requirements for each of these
designations.

The hazardous substances which are
categorized on the basis of their health
effects are designated as either Poison A
or Poiscn B, The substances categorized
as “Poison A" are considered to be
“extremely dangerous"..and those
categorized as “FPoison B"” are
considered to be “less dangerous”,
Appreximately 20 individuval substances
are listed as Poison A, as well as 6
general categories. Nearly 130
substances are considered to be Poison
B, and there are about 20 general
categories listed as such.

Uander DOT regulations, 49 CFR Part
172, all dangerous goods or their
packages must have the designated
jabels. The labe] must includ= the name,
DOT identification namber, and a
statement of the hazard. In addition, the
regnlations regquire the placarding of
each motor vebicle, rail car, or ficight
container contairing any que antity of a
hazardous material.

DOT regulations cover interstate
sh.,:ment b} truck, rail, water, an air but
vary cepending on the mode of
trampnr ation. The responsibility for
labelirg is placed on manufacturers,
shippers. and the reconditioners and
testers of containers in which the
hazardcus materials are transported.
Both the carrier and the manulacturer
are forbidden to transport a pachage
which is improperly labeled.

8. The Conisumer Product Safety
Commission (CPSC). The CSPC’
regulates the labeling of toxic .
substances in household products used
by consumers as part of its broad
mandate to protect the public against
unreasonable risk of injury (23). The
CPSC admiristers the Federal
Hazardous Substances Act (FHSA)
which reqm*e> the labeling of hazardous
substances. “Hazardous substance” is
defined in the FHSA regulations as “any
substance or mixture of substances
which is toxic, corrosive, an irritant, a
strong sensitizer, flammable or
combustible, or generates pressure
through decomposition, heat or other -
means, if such substance or mixture of

" substances may cause substantial

personal injury or substantial illness -
during or as a praoximate result of any
customary or reasonably forseeable
handling or use, including reasonably
foresceable moestlon by children.” A
“toxic" substance is one which “has the
capacity to produce personal injury or
illness to man through ingestion,
inhalation, or absorption through any

_body surface.” A “highly toxic"”

substance is defined by lethal dose
testing results. (These definitions may
be found in 18 CFR 15C0.3).

The person or firm who releases a
product into-interstate commerce
(ucually the manufzcturer) has the

primary responsibility for determining if

the FHSA applies to their product and
thus warrants labeling {section {4) of the
FHSA). However, if CPSC finds that
there may be uncertainty &s to the -
application of the Act in certain
instances, or if the hazard is such that
the general labeling requirements will
not protect consumers, tndividual
specific regulations may be reguired for
hazardous substances. This authority
has only been used in a few cases, such
as charcoal briquettes {16 CFR 1500.12
and 1860.14) and methyl alcohol (16 CFR
1506.14). CP5G may aiso ban hazardous
substances if the degree of hazard
warrants disconlinuing consumer use.
Yor example, carhon tetrachloride is a
banned hazardous substance (16 CFR
1500.17).

The FHSA requires the following
information on a label or tag attached to
a hazardous substance:

1. Name and place of business of the
manufacturer, pdacker, or distributor;

2. Common or chemical name of the
hazardous substance or of each
component which contributes
substantially to its hazard;

3. The signal word “danger” on
substances which are extremely

flammaBle. corrbs‘ive, oi- highly toxic;

4. The signal word “warning” or
“caution” on all other hazardous
substances;

5. Affirmative statement of the
principal hazard or hazards;

6. Precautioriary measures describing
the action to be followed or avoided;

7. Instruction, when necessary or
appropriate, for first-aid treatment;

8. The word “poison” for any
hazardous substance defined as highly
toxic;

9. Instructions for handling and
storage of packages if special care is
required;

10. Statement “Keep out of the reach
of children” or if intended for use by

" children, adequate dircctions for the

protection of children.

As stated above, if this information is
not adequate tc protect consumer health
and safety, additional requirements may
be applicable. For example, special

-labeling is required at certzin

concentrations for benzene, toluene,
xylene, and petroleum distillates (16
CFR 15C0.14). '

7. State Regulations. Twenty- four
slates have regulations which address
labeling. However, only nine states have
regulations which apply to labeling in
the workplace environment (9, 10, 11, 12,
13, 14, 15, 18, and 17).

Table 7 lists all of the provisions
contained in the state regulations. Also-
listed, by individual state, are the
specific provisions appltcable to each.
This table was prepared by OSHA to
give a general overview of existing state
laws based on a review of the written
regalations supplied by these states. It
should not be considered to be a legal
interpretation of these state
requirements. Most of the states do not
have any provisions pertaining to the
protection of trade secret information,
nor do they previde employers with any

s specific guidange for determining which -

substances in'their workplaces are
covered by the regulations.

Tabie 2.=Summary of Sialo Laheli
Provisions

Provisions which may be included in state regulations:
1. Substance tdentification:
* {a) Rcguires substance idunt ..,auon by chemical
name or COMMON rare.s).
(b) Reguires subslance wientfication by chamical
name and COMMON Nanw(s).
2. Identification Criteria:
) (a) Includes a list of regutat.d substances.
(b} The emplcyer determines which substances &re
regulated on the basis of definitions.
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products and the criteria by which they
are defined. The EEC categories
encompass products that may present
health, physical, and environmental
hazards during uss, handling, or
disposal. Eight categories identify
products that pose health hazards or
degrees of hazards: very toxic, toxic,
harmful, corrosive, irritant, carcinogenic,
teratogenic, and mutagenic. There are
five categories of materials that pose
physxcal'hazards explosives, oxidizing,
extremely flammable, highly flammable,
and flammable. A final category
includes products- whose use threatens
the environment: dangerous for the. -

- environment. A dangerous product is

one which can be classified in one or -
more of these categories.

Containers of dangerous substances
that are distributed within the EEC must
be labeled with the following"
information: {1} The name of the

substance. (2} the name and address of )

the manufacturer, importer, or
distributor of the substance, (3) hazard
symbol(s), if applicable, and key hazard
terms, (4) appropriate Risk Statements,
and (5) appropriate standard Safety

Advice Statements. Terms such as “'non-

toxic” or “non-harmful” must not appear
on any package containing a dangerous
substance.

‘The EEC labeling standard use.
symbols as the primary bazard warning
method. Associa‘ed with nine categdries
are six pictograms: exglosives—an
exploding bomb; oxidizing—a flame
over a circle; extremely flammable and
highly flammable—a flame; very toxic
and toxic—a skull and crossbones;
harmful and irritant-—the St. Andrew's
cross (a bold-face “X"); cerrosive——a
symbol showing the destructive effects
of an acid dripping from test tubes onto
a hand ard a bar. Coniainers of a
product which satisfy the criteria for
any of these categories must bear the
corresponding pictogran(s) and key
bazard term(s) on their labels. The
pictograms must be printed in black and
appear on a rectangular orange-yellow

" background. Together the pictogram and

the bazard term constitute the EEC
hazard waining symbol.
For products that satisfy the criteria -

_ for more than ore of the danger

categories, the EEC prescribes
procedures for deteimining which
pictograms take precedence over others
on the label. These requirements
determine which of the hazards zre to
be highlighted on the label by symbols
(and, therefore, which are left to be
dealt with by means of appropriate risk
statements). A label may contain no
nmore then two symbols.

The EEC has established specific
labeling requirements for nearly 1,000

dangerous substances. whx..h appear in
an append1x to the Substance Directive.
These requirements specify precisely .
what information must appear on the
product's label, including the
nomenclature for identifying each
substance, hazard symbols, and
standard risk and safety statements.
However, substances which meet the
criteria for being dangerous but do not
appear in this appendix, must still be
labelad.

The Substance Directive will go into
effect in September 1981. The Paints
Directives became effective on

- November 7, 1979; the Solvents Du‘echve

on June 4, 1976; and the Pesticides
Directive on Jaruary 1, 1981.

E. History of OSHA's Proposed Labe]mg

Standard

OSHA's involvement in the
identification and labeling of hazardnus .
chemicals in the workplace began
several years ago. In 1974, the Standards
Advisory Commiittee on Hazardous
Materials labeling was established
under Section 7(b) of the OSH Act to
develop guidelines for the
implementation of Section €(b){7) of the
Act with respect to hazardous materials.
On June 6, 1975, the Committee
submitted its final report which
identified issues and recommended
guidelines for categorizing and ranking
chemical hazards. Labels, data sheets,
and training programs were also

_ prescribed.

In 1976, Congressman Ardrew . ..
Maguire (New Jersey) and the Health
Research Group petitioned OSHA to
issue & standard to require the Jubeling
of all workplace chemicals. The House
of Representatives' Conrnitice on
Goverament Operations in 1976 and
1977 recommended that OSHA should
enforce the health provisions of the OSH
Act by requiring manufacturers to

-disclose any toxic ingredients in their

praducts, and by requiring smployers to
disclose this information to workers

. (House Report No. 94-1633 end House

Report No., 65-710).

On January 28, 1977, OSHA published
an advance notice of proposed
rulernaking on chemical iabeling in the
Federal Register (42 FR 5372). The notice
requested comments from the public ~
regarding the need for a standard-which
would require employers to label
hazardous materials. Information was
also requested regarding il:e provisions
to be included in such a gtandard (o
assure that employees are apprised of
the hazards to which they are exposed.

A total of eight-one comments were
received from a variety of federal, state,
and local government ageacies, trade
associations, businesses, and labor
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~ organizationa. In general, there was

support for the concept of a chemical
identification and labeling standard. A -

. number of commenters said that such a

standard should be comprehensive in
scope, but not too complex in design.
Many expressed the opinion that
OSHA's stendard should be compatible
with the standards of other regulatory
agencies with labeling authority. such as
the Department of Transportation
(DOT). and with existing voluntary
labeling standards, such as that of the
American National Standards Institute
{ANSH). A few commenters expressed
concerns about protection of trade
secret information and about labeling
chemical intermediates.

Various suggestions were put forth for
determining which materials should be
covered by the standard. Some
commenters thought that chemicals
which met specified definitions or other
classifications should be regulated.
Others preferred that a list of
substances to be regulated be provided,
for example, those substances in 29 CFR
1910.1000 (OSHA's list of air

contaminants), in the NIOSH Registry of .
- Toxic Effects of Chemical Substances

(RTECS), or in the DOT hazardous
materials list.

Virtuclly all commenters recognized
the need for labels inthe workplace,
and for inclusion of warnings and
descriptive information. However,
opinions varied as to what form these
labels and information should take, or if
an existing system should be adopted.
Similaily, there was general recognition
of the need to inform employees of the
hazards to which they are exposed by
means of data sheets and training
programs, although suggestions as to
content and format varied.

In developing this proposal, OSHA
has considered all of the regulations,
documents, and comments described
above. Consideration has also been

given to all other available information, .

such as that presented at conferences
and at mestings of professioral
societies, and meetings with interested

* members of the public and other Federal

agencies. : .

In addition, as a member of the
Interagancy Regulatory Liaison Group
(IRLG), OSHA is working to assure that
the provisicns of this standard wiil not

. conflict with other related federal

policies and regulations. The IRLG, -
which was established to coordinate

federal regulatory activities, consists of

representatives from OSHA, the
Environmental Protection Agency (EPA),
the Food and Drug Admirnistration
(FDA), the Consumer Product Safety
Commission {CPSC), and the Food
Safety and Quality Service of the

Department of Agriculture. The “IRLG
Labeling Regulations Task Force” and.
the “IRLG Labeling Education Task
Force Group" are currently involved in
planning research projects to determine
the factors that contribute to effective
labeling. OSHA recognizes the need for
such research. However, the evidence
found and presented in this document
indicates that immediate action should
be taken to protect employees. The IRLG
deliberations and research findings will
be entered into OSHA's rulemaking
record as they become available, and

“will be given fuil consideration in the

development of OSHA's final standard.
[i1. Summary of the Proposed Standard

The proposed hazards identification
standard will establish a system '
designed to communicate to workers,
employers and governmental agencies
concerned with worker health, the
essential facts necessary to assess the
hazards of workplace chemicals.
Chemicals are classified under the
proposal as either “substances” or
“mixtures.” Information about the
identities and hazardous properties of .
hazardous chemicals will be
communicated primarily by means of
labels and placards, and material safety
data sheets. Container labels and

_.placards-will give workers immaediate
_access to the identities of the hazardous

chemicals and mixtures with which they
work directly. Safety data sheets, when
available, vill provide workers and
their representatives with detailed
information about the properties and
handling of hazardous chemicals and
mixtures, supplementing the information
on hazard warning labels. Hazard
evaluation files will enable employees
and their representatives to do their
own hazard determinations and to
check those done by the employer.

The key responsibility under this
system for the evaluation of hazards lies

with the manufacturer or importerof a

substance or mixture of substances. This
is because the manufacturer or importer
is in the best position to know the
chemical idzntity and properties of a

~ substance or mixture.

The proposed bazard identification

" standard requires each manufaciurer to

evaluate each substance and mixture
the manufactyrer makes to determine if
it is hazardous according to criteria the
standard specifies. Importers of
substances and mixtures dastined for
the workplaces of industrial users must
evaluate them under the same criteria.
The evaluetive procedures of the
porposed standard do not require
manufacturers and importers to test
substances and mixtures for hazards.
They do require a manufacturer-or

importer to determine whether any of

_ the substances or mixtures which they
manufacture or import poses a physical
hazard (Category A hazard) or an acute

" or chronic health hazard (Catezory B

hazard). To make this determiration, the
manufacturer is required to assemble
scientific materials from specified
sources, including both private and -
publicly available materials by means of
the evaluation schemes set out in
Appendices A and B.

‘Manufacturers and importers must
maintain files on all chemicals and
mixtures they manufacture or import.
Each file must contain the references,
studies, reports, or other documents
upon which a conclusion of hazard, or
lack of hazard, is based.

With certain shipments of chemical
substances or mixtures from their
premises, manufacturers and importers
must forward the following information:

The precise identity of hazardous
substances, and the idertity of
hazardous constituent substances which
are part of a mixture;

An appropriate hazard warning and
precautionary statement for the
hazardous material shippad:

Where a substance or mixture has
been determined not to meet the
standard's criteria for a hazard, a
statement to that effect.

This information must accompany
shipments to eny employer whose
activities are classificG under Division D
(Manufacturing), Major Groups 20-39 of

- the Standard Industrial Classification

Manvual. These are employers who
manufacture, process, furmulate or use
chemicals, and who are referred to in
the proposed standard as “industrial
users.” This information must also
accompany shipments to suppliers who
will subsequently distribute a hazardous
substance or mixture to an industrial
user. -
The proposed standard does not
require manufacturers and importers to
develop safety datc sheets on the
bazards ef chemicdals and mixtures.
With the first shiprient of 2 hazardous
chemical o mixture to a werkplace of
an industrial user or a supplier of an
industrial user, however, a manufacturer
or importer must forward one copy of
the most current safety data sheet wrich
the 1anufacturer or importer does have
concerning the dangers posed by the
material shipped. A supplier must
ferward with every shipmeni to anotber
supplier or to an industrial user the
hazards-related information received
from a manufacturcr or importer. A
supplier has ro oiker dativs under the
proposed standard.

Industrial users are employers who
manufacture, process, formulate or
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otherwise use chemicals and mixtures.
thus, the manufacturer of a particular
..hstance o mixture is also an

widue trial user. Protestion of the
empleyees of industrial users is the
primary puipcse of the bazards
wlentification standard. To insure that
employees of industrial users know the
hazards of the substances and mixtures
with which they work, the hazard
identification standard would require
such industrial users to:

Label containers of every hazardous -

substance in the workplace with the
CAS number and common name of ils
contents, arrd with appropriate hazard
warnings. .
Label containers of mixtures with the
CAS number and common name of its
hazardous 'coustituent subsiances, and
with appropriate hazard warnings.

Provide employees with any available -

safety data sheets concerning the
dangers posed by hazardous chemicals
and mixtures in the workplace.

-Update the information previded to
employees as new information about the
hazards of a substance or mixture
become available.

Triggering the responsibility to label
and to provide availatle safety data
sheets is the determination that a
substance or mixture is hazardous. In
determining if a workplace substance or
mixture is hozardous, only the
manufacturer or importer of that
substance or mixtwre need undertake a
review-and-evaluation of internal
records and of the scientific literature.
Other industrial users of the substance
or mixture may simply rely upon the
determination made by the
manufacturer or importer. These
determinations will be evidenced by the
hazard-related information received by
industrial users with shipments of
substances or mixtures frem
manufacturers, imporiers, or suppliers.

The proposed hazard identification
standard would also provide employees,

former employees, and their designated

representatives, with access to safety
data shects relevant to the areas in
which the requesting employee works or
worked. A designated representative
may be anycre the employes chooses,
including, but not limnited to, a union
representative, a physician, or a fuuily
member. Unions roprescnlic:, lovees
in the workplace would have acz ss to
all safety data sheets in the workplace.
Under the proposed standard,
employees, former employees, unions
representing employees in the
workplace and other designuted
representatives, OSHA, and N.USH,
may inspect any file containing the
references and documents upon which

hazard determinations for workplace
chenicals and mixtures are based.
Safety data sheets and files
coataining hazard deiermination
materials must be preserved for
specified periods of time. The proposed
standard makes provision for permanent
transfer of these records in case an
employer subject to its recordkeeping
requirements goes out of business.

IV. Major Issues for the Rulemaking,

There are-a number of major issues
inherent in the provisiens of the
propesal concerning which OSHA

. specifically invites comment. A brief

discussion of some of the most

important of these issues follows. There'

are undoubtedly additional issues raised
by this notice of proposed rulemaking.
which should and vwill be addressed,
and OSHA may amend the proposed- -
standard on the basis of comments
received or alternatives discussed
concerning such issues.

A. Issues of Scope and Type of Standard

1. The generic approach to a hazard
identification standerd. The proposed
hazard identification standard embraces
a generic approach to rulemaking. The
standard sets out a list of defined
hazards; mandates procedures which
manufacturers and importers must
follow to determine the existence of
those hazards, and requires that
substances and mixtures meeting any
hazard definition be labeled and
otherwise identified in various ways.
Some industry representatives have-
strongly cbjected to the generic
approach and have suggested that
substances and mixtures in the
workplace should be subjected to
regulation by the standard on a case-by-
case basis. .

As discussed elsewhere in this
preamnble, OSHA believes that it is
authorized by applicable law to
unidertake generic rulemaking.
Moreaver, GSTIA beliaves strongly that
the generic appreach to rulemaking is
particularly applicablz to hazard
identification. It is generally aceepted
among healih scientists that literally
thousands of chemicals in the workplace
are capable of harming human health.
Consequently, it weuld teke many years
to accomplish comprehensive and
effective identification of hazardous
chemicals in the workplace if there were
separate rulemakings concerning each
potentially hazardous workplace
chemical. Indeed, in its eitire ten (10)
year history, through substance-specific
rulemakings CSHA has been able to
promulgate currently effective standards
regulating only 20 chemicals.

The current proposed gencric
standard places the responsibility for
the hazard determination process upon
the manufacturer or importer {paragraph
(i) of the stardard}. Without changing
any of the other requiremen's sf the
standard or abondoning the geheric
approach, an alternative appioach is

. congeivable in which the &zeasy iteell

could undertake to carry out the hazard
determination process in the final rule.
Thus, the final rule would retain the
current scope of hazard coverage, the
hazard determination process, the data
evaluation scheme and- the regulatory

‘requirements concerning hazardous

substances or mixtures.

The Agency could perform the hazard
determination process in the following
manner:

" 1. Appointed panels of experts would
review classes of chemicals using tie,
scientific materials mandated by
Appendix A and the data evaluation
scheme set out in Appendix B;

2. OSHA would review the expert
determination of hazard and require
conformity with the provisions of the
standard for those substances or
mixtures where it approves the expert
panel’s decision.

3. If an interested party disagreed
with the Agency's hazard determination

- decision, then the Agency could apply a

summary procedure to determine
whether.a hearing were required. Issues
in the summary judgment procedure
would be confined to the question of
whether the quantity and quslity of data
underlying the positive hazard ‘
determination satisfied the rule’s
requirements.

The Federal Food and Diug
Administration (FDA) has extensive
experience in the use of the elements
just described. Expert panels were
utilized to evaluate 16573 claims of
effectiveness for 4,000 drug forruuietions
followirg passage of the 1032 Lrug
Amendment {see Note: Drug tfficacy
and the 1662 Drug Amendmenis, 60 Geo.
L. }. 185-224 (1871)). The FDA’s suramary
judgment procedure has been upheld
(Weinberger v. Hynson, Wesico!!l and
Dunaing, Inc., 412 11LS. 869 (107700, Tha
sumrpary judgment procedure ivolved
regulations which defized, ** * * the

" essentials of adequat> and weli-

L

controlled clinical investigations
(as a}* * * basis for the dctermination
whether there is substantial evidence to
support the claims of effectiveness * * *
(21 CFR 314.111(a)(5){ii) (1579)).

The Agency invites comments on the
advisability of this alternative approach,
The Agency did not choose this
alterpative Lecause it belioves that the
hazard determination process which it
has mandated in the proposal will result
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in labeling of hazardous materials
sooner. :
OSHA solicits comments directed at
the appropriateness of generic »
rulemaking in the context of the need for
hazard identification in the workplace
under either of the two alternative

- approaches described. Should OSHA .

conclude that generic rulemaking is
inappropriate, OSHA may still adopt a
two-tiered approach similar to its
Cancer Policy (45 FR 5002 et seq.) Under
such an approach, the hazard definitions
and evaluation procedures proposed in'
the standard, with any appropriate
modifications which arise from

- comments and testimony, would be

adopted generically, Using these, OSHA'
would then formulate liets of hiazardous
chemicals which, either individuaily or
in groups, may then be subjected o
rulemakings lo determine if they should
trigger the informational requirements of
the proposed standard.

2. Employers covered by the standard.
The proposed standard is desigred
primarily to provide hazards-related
information to employees of employers
engaged in manufacturing. To this end,
the standard regulates the activities of
both manufacturers who produce
chemicals (called “manufacturers” in
the standard) and manufacturers who
use chemicals (called “indusirial users”
in the standard), as wellas importers
and suppliers of hazardous chemicals.
Under the standard, Division D~
(Manufacturing), Major groups 26-39, in
the most recent revision of the Standard
Industrial Classification Manual;
Executiva Cifice of the President— |
Office of Management and Budget,
defines the class of manufacturets and
industrial veers covered by the
standard. Employers excluded include
those in agriculture and construction
among others. | :

It should be noted, however, that the
proposed standard intends that where
an employer ctherwise exempted from
coverage works on the premises of a
workplace covered by the standard,
chemicals utilized by the exempted -
employer will be subject to the
provisions of the standard.

Although evidence is presently
lacking, the r.eed for the protections of
the hazards identification standard may
well be as great in some industiies
excluded from coverage as they are in
those covercd. Accordingly, OSHA
invites comment on th:e appropriate

“scope of covarage. Employers currently:
excluded from the scope of the proposal
may be included in the scope of the final
standard if evidence in the record
ultimately warrants such inclusion. They
and others interested in this issue are
therefore given notice that they should

be prepared to partjciﬁéte in the
" rulemeking and provide justification, if

they so desire, of why particular classes
of employers should or should not be
excluded. - ’
3. Duty to disclose specific chemical
identity and impact on trade secrets. A
keystone of the proposed hazard .
identification standard is the duty to
provide workers with specific chemical
identity of hazardous chemicals. As

- discussed elsewhere in this preamble,

OSHA considers the disclosure of
specific chemical identity in addition to -
basic hazard warning information as
crucial to the goal of worker self-
protecticn.

© Certain industry representatives have
stated that proviston of the specific
chemical identity of hazardous
chemicals is.inappropriate. They claim
that workers and their representatives
generally are neither properly traired or
equipped to utilize the chemical identity
of hazardous chemicals to decipher
additional facts about their effects; nor
to develop new modes of treatment for,
or prevention of, such effects.

OSHA invites detailed comments on
these contentions. OSHA also invites
detailed comments from workers and .
their representatives concerning the
need for and uses of the specific
chemical identification which the
proposed standard would make
available to then.

OSHA is particularly interested in this -

issue because of the likely impact cf this
standard on employer trade secret
interests. The trade secrets issue is
presented by the proposal because, in
some instances, disclosure ofa - ’
hozardous substance’s chemical identity
may involve revelation of a trade secret.
In developing this proposal, therefore,
OSHA has considered the effect of this
standard on trade secrets. An extended
legal analysis of OSHA's authority to
issue standards requiring disclosures
affecting trade secrets may be found in
the preamble to the access to exposure
end medical records standard (45 FR

. 35248-251). In general, GSHA belicves

that in rulemaking it must balance the
gafety and health intcrests in disclosure
of hazards-related information with the
employer’s interest in trade secrets, but
that it may requirz disclosure by rule,
notwithstanding a trade secret interest,
where non-disclosure could pose a
significant risk to employces. In OSHA's
view, this means that chemical identities
of hazardous chemicals and their
hazardous properties must Le disclosed
to employees, but that the secret
chemical identities of non-hazardous
chemicals, as well as secret process and
formula information concerning
hazardous chemicals, need not be

disclosed. OSHA recognizes that the
impact on trade-secrets of this proposed
rule is in some respects greater than the
records access rule because of the
element of “downstream" disclosure. On
the other hand, the more focused scope
of the chemicals covered by this
standard and the percentage exclusion
for chemical constituents of mixtures
below 1.0% for non-carcinogens and
0.1% for carcinogens should eliminate
some of the anticipated trade secret .
problems.

Industry representatives have
suggested, however, that even where a
substance is admittedly kazardous,
disclosure of its identity should not
automatically be required where a trade
secret is involved. These representatives
propose-that industry be allowed in
every case involving a claimed trade
sacret to challenge the nced for
disclesure. Presumebly, the issue would
be whether the potential for harm to
workers risked by non-disclosure
outweighs the damage to a firm by
forced disclosure of its trade secrets in
the individual case.

Once a firm has through its own
evaluation found a chemical hazardous,
OSHA believes that case by case
adjudication is unjustified and
unworkable. OSHA beliaves that each
of the hazards it has identified in the
proposed standard is significant.
Consequently, if the potential for a
hazard.exposure in the workplace
exists, disclosuie of the identity of
chemicals posing that hazard is clearly
essential to providing the capability for
workers to protect theraselves from
workplace hazards. Moreover, allowing
individual challenges to th.c necd for the
disclosure of the chemical identity of
hazardous chemicals might well create
an administrative nightmare as
thousands of challenges to disclosure
were lodged. It could take years before a
final decision were reached in eny case,
In the interim, with enouch challenges,

. the standard's requiremsaats for

disclosure would Lie meaningless,
OSHA recognizes that the legat and
policy issues surraunding the disclosure
of trade secrets are troublesoine and
complex. OSIIA eolizies cormnis on
all aspects of trade secrets discione

- and particularly on the following points:

—How important are trade secrets to
the competitive structure of the
industries covered nader the proposal or.
which may be coveied by any final
standard? :

—To what extent will the proposed -
standard require trade secrets
disclosure?.

—Are there ways to provide trade
sccrets protections greater than those
afforded under the proposal, and still
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workers, and those assisting them,

would have to show a comprehensive
capability of using chemical identity to
determine hidden hazardous effects of
workplace chemicals with no present
known potential to injure human health. -

OSHA inviles comments concerting
the utility of a requirernent for universal
chemica! identification in the workplace
and any efiects such arequirement
might have upon trade secrets.

b. General or workplace-specific
hazard determinafions. Under the -
propased standard, the determination of
a hazard is not made dependent on the -
particular conditions under which the
chemical wili be used in a particular
workplace. Instead, the propcsal
provides for a single hazards
determination precedure.,

On scientific grounds, OSHA belicves
that its proposed approach is preferable.
Traditional public health preventive
practice has considered a substance or
mixture potentialiy hazardous for any
occupational exposure once its texicity,
based upon definitions like the ones
presented in this proposal, has been
documented with sound toxicologic,
clinical or epidemiologic studies. This
current Agency position is consistent
with the 1974 NIOSH criteria document
).

Moreover, the Agency believes that

_ adoption of the woikplace-specific

alternative would iead to an
unreasonable demand on OSHA
consultation and enforcement resources.
Since manufacturers and imperters have
no rzliable methods 5 inowing the
conditions surrcunding the end-use of
their chemicals by industrial users,
OSHA belives that the hazard
determination process would need to be
performed in that case by the industrial
users themselves. Industrial users, as a
class, in corparison to manufacturers
and importers, have substantially less
experience in making such basic hazard
determinations for chemicals. As a
congeguence, induatrial user hazard
detorminations woold probably take
lorger, cost more and require greater
CSHA iovolvercont,

As e result of the single hazard
determination approach of this proposal,
some industry representatives have
stated that the hazard definitions do not”
adequately take into account, and may
in fuct overstate, the true risk of
potential hazards in the workplace.
Thus,. they feel it is unrecessary, or even
harmful, to apprise workers of the
hazards of chemicals tested in one
physical form (sclid, liquid, or gas) and
preszated in the workplace in enother
physical form. OSHA believes that, in

" the case of Category B health hazards,

the physical form of a substance is

. Comtustible

largely irrelevant to the risk imposed by
the exposure. ,
Moreover, these industry

- representatives would not apprise

workers of the hazards of chemicals
where the existence of a hazard weas
-established at dosages, or by routes of -
administration, not frequently . i
encountered in particular workplaces. -
OSHA invites further comment on this
issue.

‘c. Impurities, Intermediates, By-

" Products. The proposed standard would

require that impurities, intermediates,

“and by-products be evaludted and

regulated, if known to be present
(paragraphs {d)(2){iv}, (e}}. OSHA does

-not intend that &8 manufacturer or

importer perform chemical analysis to
detect these materials in order to
comply with this standard.

The Agency expects that its -
jurisdiction over these classes of
materials, as petential workplace
hazards, will extend to the poit at
which the Environmental Protection
Agency assumes jurisdiction vnider the
Solid Waste Disposal Act as amended
by the Resource Conservalion and
Recovery Act (42 U.S.C. €307{a}(3).
6944).

(OSHA invites comment ou the
appropriateness of including taese
categorics of chemicals in the proposed
standard. '

2. Hazards covered by the siuadard
(definitional issues). a. General The .

roposed standerd covers physical
hazards, acute health harards and
chronic health hazards. The covered
hazards are categorized into these three
categeries as follows:

Table 8
Category .
(A) (8) (£)
. S Acute/subacuia Ctrouc heaith
Physical hazards heatth hazerds hazards
COIMOSIVES .oovvrenerins Highly toxie Sensitizers,
. matenal.
Exiramely Toxic materials ........ Carcinegens

20!

RIcAE13t-TNNIRNIPIRE & DIa SR P
matg ials. toxms,
Aeicscis, gases..... Matarials that Materials that
cauta Cther

(S

Liguicts, $ONdS v

oy
acute advirse
heaith efiects.

kquids.
Pyrophoric
matorials.
Strong o«itlizers....... JU RSN
Reacti/e
mzianals:
EApiOniveS s
Organic
peroxidgs.
Pressure-
generating
materials.
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. Table 8—Continued
. - Category
ko) (8) . |

: ‘Acute/subacute Chronc heaith

Physical hazards  “pooon hazards hazards
" Water-reacti

materse

gw;a. '

b. Physical Hazards. The Category A
{physical} hazards are defined in terms
of objective physical propertiesto
facilitate compliance. The definitions for
physical hazards are stated in terms of
numerical criteria {(flammability,
combustability, compressed gas),
chemicai structyre {organic peroxides)
or reactive properties {corrosives,
pyrophoric materials, strong oxidizers,

" explosives, pressure-generating

materials, water-reactive materials).
Based vpon discussions with industry
and the Agency’s own expertise, OSHA
believes that data and studies neceszary
to determine whether a substance meets
the objective criteria of the physical

“hazards' definitions are available either

in company files or in the scientific
literature. To comply, a manufacturer or
importer would evaluate such data or
studies for the presence of physical

hazards using sound scientific judgment. -

An extensive literature search is not
LS

reguired {see Appendix A} nor need the

- formal evaluation scheme be followed

(see Appendix B).

In the case of mixtures, the Agency
understands that compliance based
upcn material in the scientific literature
will not often be possible because of the
scientists’ tendency to evahuate the
efifects of pure substances. However, the
Agency believes, based on discussions
with industry, that many manufacturers
of mixtures obtain the requisite physical
hazards data.on a proprietary basis as a
customary incident of offering the
mixture for sale. The Agency has,
therefore, provided for the use of such
dzta when available (paragraph (a),
Appendix A). In general, however,
OSHA does not rely on such mixture
data and the standard provides that
where data for the mixture as a whole is
unavailable, the hazard determiration
for a mixture reflect the hazards of the
constituent substances (paragraph (i} of
the regulation and Appendix A). ’

¢. Health Hozards. In addition to
physical hazards, OSHA has provided
fur broad coverage of health kazards.’
OSHA recognizes that Category B
hazard determinations are inherently
more coinplex than Catecory A hazard
dcterminations. Category B {Lcaith)
hazard determinations will require
greater expenditures of professional
time and will call for the exercise of

more sophisticated professional
judgments (see Appendix B) than do the
more mechanical Category.A hazard
determinations. Nevertheless, OSHA
does not believe that complexity of the
task or occasional ambiguities of the
data are sufficient reason to omit
coverage of various health hazards.
Each of the covered health hazards is
justified on the grounds that the
category represents well-documented
medical and/or toxicologic adverse
health effects. The Agency beclieves that
it is prudent public health policy to
reflect in- the proposed standard that
range of adverse health effects already
documented by occupational physicians,
toxicologists and other heslth
professionals.

In view of the complexity inherent in
Category B hazard determinations, the
propesed-standard provides assistance
in the form of explicit directions to the
manufacturers or importers. The
standard describes the hazard
determiration process (Appendix A),”
details the materials {(including the
output of a required literature search)
that must be used for the determination
{Appendix A) and provides an
evaluative scheme for such materials

" (Appendix B). The Agency believes that

.the explicit directions for compliance
just described reilect the best current
scientific practice -and will reduce the
ambiguities.inherent in a less detailed:
standard, will facilitate compliance and
result in many fewer enforcement
actions. Extensive discussions with
industry have produced no alternative
evaluative schemes. Moreover,
specification of the Category B hazard
determinations prucess is required to
obtain uniformity of labeling.

Nevertheless, representatives of the
chemical indusiry have informally
advised OSHA that they believe
OSHA's proposed hazard definitions are
deficient in at least the fellowing
general respects:

—Some hazard definitions could
include insignificant healih cffects that
almost any woikplace substance or
mixture will cause. If this is trae,
implementation of the hazard
identification standard would lead to
overlabeling in the workplace, and the
‘value of informing workers'of chemical
hazards wauld be greatly reduced.
OSHA believes that it has dealt
adequately with this issue by setting a
threshold level of severity for diseases,
signs and symptoms requiring a pesitive
hazard determination (paragraph (gg)
(31)). :

~-The hazard definitions for some
Category B hazards are too iniprecise,
and the science for establishing such
hazards is, in any case, presently

inadequate to indicate the existence of’
such hazards reliably.

OSHA invites. comiments concerning
these criticisms and other issues
regarding its categorization of hazards.

d. Specific definitional issues. In
selecting the particular Category B
(health) hazard definitions contained in
the proposed standard, OSHA has made
a series of science policy decisions.
OSHA believes that identification of the
specific science.policy decisions
involved in each definition will ensure
that the scientific issues are fully aired
in subsequent hearings. The following
discussion is not meant to be exhaustive
but, rather, is meant to identify the most
important of these issues. The Agency
encourages affected parties to identify
and discuss additional science policy
issues involved in either Category A or
Category B hazard determinations.

OSHA invites comment on the

" following issues of scientific definition,

which it regards as particularly
noteworthy:

{i) “Highly toxic" and “toxic"
substances or mixtures. As noted in the
discussion concerning Table 16 (below),
several other regulatory efforts have
included these hazard categories, The
Agency believes that the boundaries it
has selected for the two toxicity classes,
varying by route of administration,
represent a reasonable composite of
what other regulatory bodies currently
require. However, the Agency invites
comments on whether the upper
boundaries for each toxicity class
should be raised to more nearly
approximate the higher values adopted
under the Federa!l Insecticide, Fungicide,
and Rodenticide Act (see 40 CFR
162.10{(h}{1)).

(if) “Irritant”, The Agency has
adopted a somewhat more expansive
definition than that used by other
agencics in that resulis of testing in
other mammalian species also must be
considered in the hazard determination.
Other definitions (Table 10.below) have
relied only tpon data from human and
selected mammalian species. Tha
Agency believes that all available data
from mammalian species should be used
to classify a substance or 1ixture us an
irritant unless such studies utilize
inappropriate animal models (parazraph
{a){1)}(vi) of Appendix'B) or human data
of a specified quality establish a lesser
risk (paragraphs {c)(3}, (5) of Appendix
B

© (iii) “Sensitizer"”. The Agency
definition is more expansive than that
generally in use for the following
reasons:

A. The definition requires
consideration of mammalian data as a
part of the hazard determination
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the Cancer Policy. In the case of human
data, the present standard utilizes case
reports (paragraph (b)(3) of Appendix B}
and/or formal epidemiologic studies
(paragraph-(b}(1) of Appendix B) to

" determine whether a substance or

mixture is a carcinogen. The Cancer

- Policy does not explicitly accept case - -

reports as “suggestive” evidence
establishing a substance or mixture as a

. Category Il potential occupational

carcinogen. (cf. 45 FR 5044-and 45 FR
5026, January 22, 1980). :

B. The carcinogen hazard
determination is self-executing under
the present proposal while the Cancer
Policy specifies that the identification of
a carcinogen is one of the issues to be
addressed in an individual substance

- rulemaking §29-€FR 1980.1465)).

C. Under this proposal, Category Il
potential occupational carcinogens
would, without exception, be labeled as
cancer hazards, while the Cancer Policy
indicates that the need for labeling of
Category Il carcinogens as such would
be determined on a case-by-case basis.

The Agency believes that its present
policy position is justified by the
fallowing rationale. First, and foremost,
a requirement that carcinogen
identification occur in the context of an
individual rulemaking would preclude

the agency from enacting an-effective

hazard identification standard. The
Agency's experience with individual -

substance rulemakings indicates that for-

carcinogens, as well as other hazards, it
would be well into the next century
before current scientific material could
be filtered through such hearings. The
present proposal's hazard determination
process (Appendix A) and evaluation
scheme (Appendix B) should provide
equivalently accurate results in much
less time. Second, there appears to be no
sound scientific rationale which would
justify treating cancer hazard
determinations differently from other
health hazards. The Agency invites
comments on the elements of this
rationale. In addition, the Agency

" solicits comments on whether the

present labeling standard should
continue the distinction between
Category I and II potential occupational
carcinogens contained in the Cancer
Policy for purposes of this standard (45
FR 5284, January 22, 1880). The Agency
is interested to know whether such a

"dichotomy would facilitate worker
_education programs regarding the

dangers of carcinogens.

{v) “Reproductive toxin", The
definition is based upon objectively
ascertainable end results in humans or
other mammals. The end results could
represent measures of adverse '
reproductive outcomes which are

commonly accepted by the scientific
community. The relevance of such
measures to the identification of a
human reproductive toxin seems
apparent to the Agency. The definition
does not require a positive hazard
determination based upon in vitro
évidence such as chremosomal
abnormalities, including sister
chromotid exchangss, mutagenic assays,
or measures of DNA repair. The Agency
has presently excluded such evidence
from consideration because it is
uncertain of the precise clinical -

- significance of such in vitro results. The

Agency invites camments on whether it
should require utilization of such in vitro
assay results in the final standard.

(vi) *Endangered - worker life or
caused worker deati”, This hazard
category has been inserted to cover the
situation where a substance or mixture
has killed a worker or produced serious
life threatening illness in workers but
where data are unavailable which
would permit its classification as
“toxic" or “highly toxic.”

The Agency anticipates that this
hazard category will be particularly
useful in the case of mixture hazard
determinations. The Agency believes
that acute toxicology information
permitting mixture categorization as
*toxic” or “highly toxic” is frequently
unavailable and, as e result, @ mixture
might avoid a positive hazard

-determinations, were it not for this

category.

OSHA anticipates that categorization
into the "endangered worker life”
category or one of the categories “toxic”
or “highly toxic" would be made in
addition to the category “other acute,

. subacute or chronic adverse health

effects.” There is a need to identify both
the former and latter types of hazards
on the label in that the former three
hazard categories represent immediate
lethal or life-threatening dangers which
require separate emphasis,

The Agency does not inlend that data
or reports concerning intentional (self)
poisonings be used to determine
inclusion in this cetegory, except to the
extent that such data or reports reveal
pathophysiologic mechanisms relevant
to potential actual or emergency
working conditions which are not
discussed elsewhere.

OSHA invites cominents on any
perceived ambiguities in the definition
of this health hazard.

(vii) “Other acute, sub-acute or
chronic adverse health effects.” This
category, which includes decreased
mental alertness and behavior
alterations, is expected to generate
substantial scientific comment, The
category was inserted to reach
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documented health effects not otherwise
covered. These include such well-
documented health effects as erosion of
the nasal septum by chromium
compounds, intcxication due to
involuntary solvent vapor exposures,

_ and liver toxicity from carbon

tetrachloride. The Agency believes that
potential ambiguities in the scope of
coverage have been adequately
addressed by restricting the health
effects covered to those above a
threshold severity (paragraph (g8)(31) of
the regulation.) '

This health effect threshold is meant

" to'be identical to that severity level

which should trigger the filing of ar.
occupational iliness report under the
Occupational Safety and Health Act’
(Section 6(c)(2) of the Act; 29 uU.s.C.
657(c)(2); cf. 28 CFR Part 1904). Though
under-reporting of occupational iliness
is well documented, the Agency believes
that the experience gained over the past
10 years by manufacturers and
importers in the filing of such illness
reports will facilitate their identification
of adverse health effects which mast be
labeled. Moreover, no adverse health
effect need be labeled unless the efiect
has been reported in the scientific
literature as described in Appendices A
and B. .

Thus, the utilization of a two-step
inquiry should permit the manufacterer
or importer to determine whether a
particular adverse health effectis a
Category B hazard within the scope of
this standard. First, is the adverse health
effect one that must generally be
reported? Note that actual reporting is
not the determining factor in view of
documented under-reporting of
occupational illnesses. Second, and this
is common to all health hazard
determinations, is there scientific
material documenting the effect
(Appendix A) and does such material
establish the hazard on a scientific basis
(Appendix B)? The Agency believes that
rigorous application of this two-step
process will resolve any uncertainty

surrounding this particular
determination.

OSHA does not intend that chemical
substances or mixtures which are
intentionally ingested over & long period
of timé in reasonable quantities as part
of a normal diet should be classiTied as
producing “other chromic aaverse heaith
effects” solely because studies
document adverse health effects from
immoderate use, e.g. NaCl and
hypertension. The Agency solicils

comments on whether this interpretation

sufficiently clarifies any ambigutiies
perceived in this hazard category.

In addition, OSHA requests comnments

on whether an alternative definition for

this hazard category is preferable. In

" developing the present definition, the
Agency considered defining the hazard. .
either in terms of specified pathologic
effects, e.g., inflammation, or fibrosis, or
by specifying a list of disease outconies
which would trigger labeling. The
Agency decided not to adopt either of
these alternatives because they were
less protective than the one selected.

e. Regulation of Physical Hazards By

Other Agencies. A comparison of the
scope of physical hazards coverage by
OSHA, other Federal regulatory .
agencies, voluntary industry standards
and the European Economic Community
- (EEC) is provided in Table 6. In general,
~the definitions-arc gpproximately
equivalent when various Federal
agencies reguiate the same hazard.

OSHA based its physical hazards
definitions on the voluntary idusiry °
standards developed by the American
National Standards Institute (ANSI} so
that there are only minor discrepancies
in scope of toverage. There are more
discrepancies between OSHA's physical
hazard definitions and comparable
definitions developed by the EEC.

During the course of this standard's
comment period, the Agency will make
an effort to harmonize the minor
inconsistencies, largely involving test
procedures, among Federal agencies. A
more intensive harmonization effort
between OSHA and £FC appears to be
required and OSHA expects to
participate in such an effort, together
with-other affected United States
agencies.

Table 9.—~Comparison of Scope of Coverage of Physical Hazards by U.S. Regulatory Agencies, European
Economic Community and American National Standards Instiluta

OSHA physical hazards DOT 49 CFR CPSC (FHSA) 16 EPA (FIFRA) 40 ANS! Z129.1- EEC 79,631/
(Category A) 29 CFR . CFR CFR 1976 EEC Articte 2
C ive material 173.24%(2), ®) 1500.3(b) (7).{CH3)... 162.10(h) (2; Similar ceeeme (i) Simitar.
simitar. (Ca}egoly [}

Extremely fiammable fiqud.... NRS (see

1520.3(5) (10), ()

similar.
162,102} (2) S rvicmrcne (E)() S.

fiammabie (6)3) cimiiar.
material).
Flamraable iat 1560.3(2) ()N ervernee .
ABIOSO!. . eiesernermmmamreirmensenimn ‘NAS (808 1500.3(2) (EV) covvemes 162.10(n) () NSC (see NC.
flammable gas). sirilar. flammable
g2s).
Gas < 173.300(b) Similar.... NPS (see NRS @S {d) Similar.
fiammable).
Liquid 173.115(d)S - 1500.3() (10),(c) . 162.10(h) () @) S cinerssrioarenes {2) (includes
173.115(a) similar.  (6)(D) similar, (inciudes coumbustibles)
combustibles) M.
M.
Sokd R ¥ 1< N 1-7¢1" [O——— 1500.3(c) (6)(W), (iv). NC S (d) Similar.
Combustible Iquid. — e 173.115(0)S 1500.3(L) (1O)M....c.c 8 NAS (see
flanvmable
fiquid).
Pyrophoric matefial..cu e 173.115{C)S cveemecen. NC NC s (d) Similar.
Strong 0XidiZof ceeeer oo 173.1518 NC NC (2) Similar voeenes (£)-Cerresponds
to OSHA
definition for
reactiva
material.
Reactive material
Explosive iat 173.508 1500.3(c) (NG} (AM NC (a) Simiiar.
Organic PRroXide e 173.151(8)S NG NC NC
Pressure-generaling NC 1509.3(c) (7)) (b), . 413 NG
. . ACHM. . .
WALEIALACHVE cvvrsrerssraomasgrmmae NP E (SEO NC NC {d} M.
flammahle solid). ~ ~ : .
Conmipressed GaS ...oomurmiemssns 173.300(Q) simiar... 1502.3(c) @) (M 162.10 ()M....... [ 1 SRRSO

NoTe.—Reference s OSHA Standard; S = Same coverage; M = OSHA more inciusive; L == CSHA Jess inciusiae

: NRS = Not regulated separately; NG = No Category.

f. Regulation of Heaith Hazards By
Other Agencies. Table 10 provides a
comparison of the efforts of Federal )
agencies, ANSI ard EEC to define health
effects for the purposas of labeling
regulations. All the grganizations iisted
define and regulate all or most of the
first four health hazards listed (highly
toxic, irritant, sensitizer). Manufacturers

and importers thus should be able to
utilize their organizational evperience in
complying with the OSHA standard,
though they must still perform the
required OSHA hazard determination
progess. OSIIA is partivul i intes
in comments which weuld lead o a
harmonization of definitions among the
various agencies involved. OSHA

e
N
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expects 1o participate in international
efforts aimed at harmonization in this
area.

Regulatory experience with the
remaining health effects that OSHA
proposes to cover in this labeling
standard is substantially more limited
(see table 10). However, OSHA does not
believe that lack of substantial Co
regulatory experience by other -
organizations concerning carcinogens,
reproductive toxins, and the categories
involving endangerment to human life
and other adverse health effects should

- preclude OSHA’s regulatory effort
concerning these health effects. OSHA
believes that the validity of the scope of
hazards coverd in this standard should
be judged solely on whether the scope of
hazards regulated corresponds to the
scope of hazards which the worker

faces. OSHA further believes, on the
basis of its accumulated expertise in the
development of health standards, that
the current consensus among
occupational physicians, industrial
hygienists, toxicologists and other
health personriel is that workers face
hazards in all the health effects
categories defined. Moreover, the
agency does not believe that the
technical problems involved with
defining or identifying carcinogens or

.repraductive toxins are inherently more

difficult than those involved with . .
sensitizers and irritants, two health
effects which have been extensively
regulated. The Agency would benefit
from an exchange of ideas in this area
between government, academic, labor
and industry witnesses in the course of
extensive rulemaking proceedings.

Teble 18 ~Comparison of Scope of Coverage of Healih Hazards by U.S. Regulatory Agencies, European
Economic Community and American National Standards Institute

OSHA health hazaids DOT 49 CFR CPSC (FHSA) 18 EPA (FIFRA) 40 ANSI EEC 79/831/
deiinitions (Category 8) 29 CFA, CFR 2128.1-1976  EEC Article 2
CFR . :
Highly $0X3€ .. cee....ccc. commarnnanne.. . POISONS "B 1500.3(b), (6), {c} (1) 162.10 (h) (1) (31 N—— ¥, 'Y
173.343 Sinvilar. Simitar (But see (Category I)S. qualitatve
) “Endangsred , definition.
Life,” “Other
Adverse Health
Effects” bolow), .
Toxic NC 1500.3(L) (S}, (€) {2) 162,10(0) (1) . (D)Muvvrroecreomerier @), (h)
. " Sirnitar, (Caiegoiy ). qualitative
. - definition,
AN e 173381 Differont ... S00.3(b)(8), (c) (4)S. 162.10(h) (1) {2)M..vcotrrnsnmsnnns ) Simnitar.
{Categories
H-1V) Similar.
Sonsitizer NC 1500.3(b) (9), (c) NC @M NC.
- : (S)M.
Carcinogy NC 162.11(2) (3) (i) NC......... s (1) Similar.
(A} Simiiar imprecise
Rebuttable definition,
Presumption
ageinst
registration,
Reproductive toxin . NC NC Same reference NC.....ounennn.e {m), (n)
as carcinogen. Undefined.
Endangesed worker life__...... 173.326 Poison “A” 1500.3 © (1) @ o 162.1(2) 3) () NC..coerorerrrecenns NRS (seo highly
Similar, M Rebuttable toxic and
presumption toxic).
. against
. registration,
Other adverse hesith eifects... NRS {s29 highly [ 162.1(a) (3} (i) NC....ooeeceem. NRS (s2e toxic).
: ) . toxic). e M
‘ Rebuttable
presumption
against
registration,

Nove ~Reference is OSHA Standard S—Same coverage; M=0S8HA more inclusive; L=OSHA less inclusive; NRS == Not

regulatad separately, NC=No cetegory. -

3. Hazard determination process. a.
Description. The hazard determination
process is described in Appendix A of
the proposed standard. (References in
this section of the preamble are.to
Appendix A). A manufacturer or
importer must utilize this process in
determining whether a substance is

hazardous. However, the extent to
which the process is.applicable varies
depending upon whether a substance is
being evaluated as a Category A
(physical) hazard or Category B (acute
or chronic health) hazard.

To determine whether a substance
poses a Category A hazard, the

manufacturer or ﬁnperter need only
evaluate material contained either in the

. National Library of Medicine's

Toxicology Data Bank (TDB) or in a
representative selection of standard
reference works or relevant NIOSH
documents (See App. A paragraph
{b)(1}). In addition, the manufacturer or
importer may use any other relevant
data (paragraph (b)(1)(ii)). The
manufacturer or importer is not required

. to undertake a literature search

(paragraph (c)). The evaluation is to bé
ased upon sound scientific judgment

" (paragraph (b)(3)) and the formal

evaluation scheme described in
Appendix B is not required.
OSHA believes that an abbreviated

. hazard determination process for

Category A hazards is adequate to
determine whether the subsiance
possesses the physical properties
specified in the Category A definitions.
The data sources required are sufficient
because the physical properties are
‘based upon standardized physical or
chemical tests which ordinarily
demonstrate rather small variations in
results, if performed as specified.
Analogously, there is no need for an
extensive evaluation scheme since there
is widespread professional ugreement

on the interpretation of such test results. .

In contrast, the hazard délermination
process for Category B hazaids for

“substances is more extens;ve, both in

the scientific sources which are required
to be consulted and the evalustion
scheme to be applied. In addition to the
sources required to be consulted for
Category A hazard determinations, the
manufacturer or importer is required to
undertake a literature search using
specified computerized data files, to
obtain copies of the scientific studies so
identified, and to evaluate such material
using the scheme set out in Appendix B
of the proposed standard (paragraph
(c)). IN addition, a manufacturer's or
importer's in-house health effects
studies must be evaluated by the
Appendix B scheme (paragraph
(c)(1)(ii}). A manufacturer or importer
need not evaluate search material or in-
house health effects data for o particular
health hazard, if he or she has elected to
label the substance for the hazard based
upon the TDB, standard reference works
or NIOSH documents {paragraph {c)(1)).
Category B substance hazard :
determinations are necessarily more
extensive than those required for
Category A hazards because health

“effects studies involving animals or

humans yield substantially more
variable results than do purely physical
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or chemical determinations and the
interpretaion of such results calis for
more professional judgment. The

-Category B hazard determination

process will ensure that the results of
substantially all relevant scientific
studies involving a substance are
considered. Moreover, the Appendix B .
evaluation scheme should ensure '
uniform judgment outcomes based upon
what the Agency believes is a sound
scientific approach. R
The present hazard determination
process would not normally apply
directly to mixtures. Mixtures are
deemed to represent the sarae hazards
posed by their constituent substances,
with some qualifications {paragreph {i)
of the standard). A similar assumption
has been used by the European
Economic Corununity in its directives
{regulations) governing the labeling of
preparaticns {mixtures) (73/173/EEC,
77]/728/EEC, 78/631/EEC). If a
manufacturer or importer is dissatisfied
with the resuits of a hazard
delermination based upon its
constituent substances, he is free to test
the mixture. Of course, if a mixture has
been evaluated for a particular hazard,
then the mannfacturer or importer must
use his or her sound scientific judgment
to determine whether a Category A
hazard is present (paragraph {b){3)) or
the Appendix B evaluation scheme to
determine whether a Category B hazard
is present {see, in particular, paragraph '
(c)(5) in Appendix B). The proposed
standard would not, however, require
that a manufacturer or importer perform
a literature search for mixture hazard
determinations because OSHA believes
that the yield from such searches would
not justify the required expenditures of
time and money. This belief is based
upon a professional judgment that the
scientific literature reflects a strong

- preference of epidemiclogists and

toxicologists for analyzing the properties
of substances, rather than mixtures,

Thus, in view of the complexily -
inherent in Category B hazard
determinations, the proposed standard
provides assisiance in the form of
explicit directions to the manufacturers
or importers. The standard describes the
hazard determination process -

- (Appendix A}, details the materials

(including the output of a required
literature search) that must be used for
the determination (Appendix A) and
provides an evaluative scheme for such
materials (Appendix B). The Agency
believes that the explicit directions for
compliance just described will reduce
the ambiguities inkerent in a less
detailed standard, will facilitate
compliance and result in many fewer
enforcement actions. Moreover,

_ specification of the Category B hazard

determinations process is required to
obtain uniformity of labeling.

b. Performance vs. specification
standard for the hazard determination
process and evaluation scheme. Some

- industry sources have okjected to the
" approach taken in the proposal. They

advocate a “performance” standard
under which manufacturers or importers
of a chemical would be free to )

‘determine the-existence of a defined

hazard by whatever procedures they
consider appropriate.

These industry sources claim that
there are alternatives to the hazard
determination (Appendix A) and

~gvaluative procedures {Appendix B) -
. OSHA has chosen which are just as

reliable. They also claim that these are
presently in use, and that it therefore
makes no sense to require firms to shift
to the procedure OSHA prefers.
However, those making these claims
have not, to date, actually described the
procedures which inight function
adequately as-alternatives to the .
procedures of the preposed standard.

» Nor have these sources informed OSHA

of the hazard determination and data
evaluation procedurcs presently
employed by any particular firm.
Consequently, OSHA presently has no
information which would substantiate
the clain: that a performance standard is
appropriate.

OSHA believes that it is appropriate
and necessary to establish the quantity
and quality of scientific evidence
required in the hazards determination
process. A performance standard would
simply not guarantee that any firm
would utilize an appropriate alternative
to the hazard determination and
evaluation procedures of the proposed
standard. Under a performance
standard, every firm would be free to
utilize any procedure, or no procedure at
all, to determine hazards.

Moreaover, the enforcement
mechanisms at OSHA's command are
simply inadequate to prolect against the
very real pessibility that under a
performance standard a substantial
number of {irms might utilize procedures
which are scientifically deficient or
inconsistent to identily the hazards of -
workplace chemicals. There are
thousands of chemicals which are
manufactured in, or imported into, this
country. Yet, OSHA has at its disposal
only approximately 1500 inspectors,
whose duties encompass enforcemeni of
all requirements imposed by OSHA in
the workplace. Obviously, in terms of
tetal numbers and the considerable
responsibilities already incumbent upon
these inspectors, this inspection force
would be utterly inadequate to ensure
that each manufacturer and importer

subject to the standard employed a

_ reliable procedure to determine hazards.

OSHA is willing to consider
reasonable alternatives to its proposed
evaluation procedures. OSHA is also
willing to offer the choice of a number of
scientifically sound procedures, if they
exist: Accordingly, OSHA solicits
comments on these issues. Following
comment, should OSHA choose to move
to a performance standard, the agency
may adopt Appendices A and B as

- recommended rather than mandatory

procedures.

c. Literature Search. 1. OSHA has
made a concerted effort in the course of
revising earlier drafts to ensure that the
search requirement is technically
feasible. As a consequence of extensive
discussion, and based upon scund
science policy grounds, the Agency has
decided not to include a search
requirement for mixtures (paragraph
(2)(2) of Appendix A), to permit
manufacturers and/or importers to
undertake hazard determinations jointly
to the extent permitted by law
{paragraph (a)(3) of Appendix A), and to
extend compliance times for small
manufacturers and importers (paragraph
(ii){1)(ii) of the standard). The delay in
compliance dates for small
manufacturers and importers will permit
them to rely on hazard determinations
of larger marufacturers or trade groups
(paragraph (ii){1)(ii).of the standard) by
obtaining copies of their labels from a
national label repository (subsection (w)
of the standard).

The mandated literature search for
Category B hazard determinations
{(paragraph (b}(2)(ii}{C) of Appendix A)
appears well within the current search
capability of existing computerized
information services.

The following analysis, based upon
material submitted in compliance with
the Toxic Substances Control Act
Inventory requirements (40 CFR Part

- 710), indicateg that the present standard

will impose a one (1) time increase in -
search requests of some 250,000.

Table 11.—~TSOSCA/! Sutstances (33)

Maxi-
mum
of
per. Number  aver-
Number of cent of FL 259 Estimated
comaanies Vo (e barof . Muiber
repcning & Cal ances bero of
) s SOM- o
substance inven- (@PLTOXis  £oring searches
- mate) [Z3+1¢8
roa -
$.b-

stance

49,500 25 123,750

3,455 7 24,255
2035 30 61,050
Total . 229,055
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The estimate has been adjusted.
ypward from that in the table to provide
for search requests involving the other
substances not on TOSCAI which must
be evaluated (paragraph (4} of the
standard). Teken together, such other
substances contribute 2 comparatively
small number to the total. The Agency
wishes to stress that this is a “worst
case” estimate in that the estimate has
not been reduced to reflect the probable
impact of joint evaluations or reliance
on the national label repository in lieu of
a search (paragraph (w) of the standard
and paragraph (a)(3) of Appendix A).

On the supply side, OSHA
understands that the recent expansicn
of the computer facilities for
MEDLARS® only ane of the available
computerized information services, has
substantially increased search capacity.
The August, 1980, search load of some
60,000 search:z< appears to represent
less than half of the system's monthly
capacity (Phone communication. NLM,

© 1980).

Thus, the Agency concludes that the
literature search requirement is
technically feasible. OSHA invites
comments on the related issues of
whether searches may be delayed in
varioue regions because of a dearth of
trained information system users and
whether some manufacturers or
importers lack access through inter-
library loan programs tc duplicates of
the scientific material identified in the
search.

While OSHA belicves that the
expansion of existing commercial
information services will prevent any
serious complianice problems in this

. area, the Agency intends to explore
additional mechanisms for complying
with the search requirement. Among the
additional mechanisms under
consideration are permitting reliance on
duplicate copies of current searches
(thus avoiding the actual search) with
payment as appropriate and exploring
creation of a cen'ral duplicating service
for search materials. The Agency may,
in addition, extend complicnze dates if
rulemaking comments so indicate.

d. Use of TDB, stoadard refsrence
works and NIDSH documents. QSHA
balievas that YDB {parzgci-phe (1) and
{c)(1) of Appendix A), the !
documen's (parcoraphs {0
and :(I){l} of A Tl tam
stanlard reference voiks (poragrayas |
{b}(1){i){(A) and {c}(1) of Appendix A) are
 essential elements of the hazard )
determination process. All these

materials have been subject to scientific
peer review and thas represent
unusually reliable sources of scientific
information. CSHA invites comments on
whether alizraative data sources should
bie considerad. ]

The Azency does not, however,

" believe it would be productive in the

rulemaking to urge corsideration of a

particular, text rot on the list of standard

reference books, “Source Used to

- Prepared Toxicology Data Bank. .
Records” (paragrahs (bj(1} and (c)(1) of

Appendix A). Additional texts can
alreacy be used in determining whether
a Category A hazard is present under
paragraph (b}{1)(ii) of Appendix A. In
the case of Category B hazard ,
determinations, unrestricted expansion
of the standard reference book list
beyond that determined by the TDB
expert scientist group would certainly
cloud the compliance responsibility of
the manufacturer or importer without
necessarily improving the hazard
determination process. OSHA believes
that a current standard reference book
list, developed by an expert committee,
represents the most reliable list for the
limited purposes for which it is
intended, i.e., positive hazard
determinations in the case of Category B
hazards are ultimately dependent on
evsluation of scientific studies and not -
on reference bock contert, unless the
manufacturer or importer chooses to
rely on the standard reference book (see
paragraph (b){2)(iii)). The standard
provides for modification of the list.

e. Search files. The Agency also
invites comments on the particular data
files required for the literature search
(paragraph {c)(1){ii} of Appendix A) and
whether gquivalent alternative data files
are available. CANCERLIT® is required
because it is a unique scurce of
information on the National Cancer
Institute’s carcinogen bicassay program.
OSHA specifically invites comment on
the extent of duplication resulting from
the use of the three remaining data files:
MEDLIVE®, TOXLINE®™ and RTECS.

The Agency requires 2!l three datu

" files be usad because it is current

scientific practices to include all three in
routine scarches. Comments are aiso
invited on the need for any additional
data filzs. The Agency is aware of only
the Excerpta Medica information file as
a possible alternative but invites
comment on this issue.

f. Concentration of Constituent
Substances and Mixtures Hazard

Determination. The proposed standard
sets threshold limits for concentraiions

of hazardous substances in mixtures,

abcvs which, excert in certain dofined
circumstances, such substances. and the
mixtires in which they epuear aic
regul=ted by the standard. ¥or non-
carcincyens, the threshold velue is at
least 1.0% (by weizght) of a mixture. For
carcinogens, the threshold value is at
least 0.1% (by weight) of a mixture (see
paragraph (i)(2) of the standard).
"OSHA believes tha! the uniform
thresholds it has chosen are appropriate,
and that the use of a uniform threshold
is integral to the generic approach to
regulation which the hazard
identification standard embodies.
Elimination of any threshold would

greally burden the hazard determination -

process and likely render it infeasible.
On the other hand, adoption of a system

_ which required the establishment of an

individual threshold value for each
substance, case by case, would in
OSHA's view render the standard
impossitle to administer and enforce.
There may, however, be acceptable
formulas, taking account of the variables
of potency and concentratisn, which can
be applied reliably to determine whether
constituent substances and the mixtures
in which they appear chouid be
regulated as hazards (see FEC directives

" for labeling mixiures 73/173/EEC, 77/

728/EEC and 78/631/EEC). OSHA .
invites comments on this possibility.and
other issues germane to the threshold
percentage exclusion guestion.

4. Evaluation Procedure. a. I
General. The proposal mandates that a
substance or mixture be classified as a
Category B hazard, if the proprietary in-
house studies or the studies identified in
the literature search satisfy the
following criteria:

1. The study is either “adequate and
well-controlled” {paragraphs (a)(1) and
{b)(1),(2) of Appenidix B) or represents
an acceptable “case report” (parugraphs
{(a)(2) and (b)(3) of Appendix B}; and

" 2. The study establishes a
“statistically significant” (peragraph
(a)i6) of Appendix L) reintionship
between exposure to the substance and

. the subsequent occurrence of a covered

hazard or “strongly suggesis” such a
relationship {paragraph [b}(3) of
Appendix B); and

3. The relevant study conclusion is
accepted by any subgroup of qualified
experts {paragrzph (b))

OSHA believes that this hazard
determination process and its
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evaluation procedure represents the
sequence and content of any inquiry
that a réasonable and prudent modern
scientist would undertake to determine
whether a chemical is a Category B
hazard. The evaluation procedure does
not consider anecdotal material because
the Agency does not believe that such
“data” warrant a positive hazard
determination under this standard. Nor
does the evaluation procedure consider
expert opinion evidence based upon
structure-function or stereo isomer
relationships. Although the Agency
believes that such opinion evidence may
be too problematic to warrant labeling,
it invites commments on this peint.

b. Adequcte and Well-controlled
Study. The definition of an “adequate
and well-controlled” study is based
upon the Epidemiology Work Group's
“Draft LRL.G. Guideline for
Documentation of Epidemiclogic
Studies” (34). The definition has been
modified to meet the proposed
standard’s need to define a minimal set
of criteria for evaluating studies that
have glready been performed.
Consequently, while OSHA recognizes
that some of the elements that have
been dropped from the present
definition would have enhanced the
utility of some of the scientific studies
that will be evaluated under this
standird, their omission should not
preclude consideration of such studies.
The Agency invites comments on
whether additional study elements
should be required. -

In addition, an alternative route of
identifying an “adequate and weli-
controlled study” was provided to
ensure that past studies which have
achicved general professional
acceptance would be considered in the
evitlualion. The Agency believes that
publication of a study in a “pecr review"
journal (paragraphs (a)(1}{vii} and (a)(4)
of Appendix B) provides sufficient
sclentific credibility as to warrant the
stundard’s requirement that itbe
tunsidered in the evaulation process.
“muh studies must still demonstrate
“stilistical significance”and be
necepled by a subgroup of experts to
warrant a positive hazard
determinalion, :

‘The Agency requests comments on its
determination that a single adequate
sl well-controlled study shall trigger a
ponitive hazard determination. In
“oming to this ¢onclusion, OSHA
weiphied the possibility that there would
he wome false positive hazard
#etermination under this approach, ie.,
Jjronitive studies later invalidated,

against the certainty that workers would
experience prolonged exposures to
hazardous chemicals if confirmation
“were required. NIOSH indicated the
following periods required to complete a
" second study, assuming it is begun after
the first study becomes available: -

Table 12~Completion Times for Various
Types of Epidemiologic Studies

Average

time to

Types of study compla-

: tion

{years)

1. Retrospective cohort mortality SWdies.....oummmnr 139
2. Health hazard GVAIIAUCNS .........ccecereusrens sesssnenen o .83

-3. Case-controt studi 5

1 Ten in period 1978:60. .
arsonal comimunication from Mr. Richard Lemen,

Source: P
NIOSH, 1980.

Of course, this table scriously
underestimates the actual duration of
continued exposure. The capacity of the
scientific community to undertake major
epidemiologic studies is limited.
Therefore, considcrable time may elapse
before a confirming study may even be
begun. In view of the extraordinary
shortage of trained epidemiologists and
toxicologists, delays in undertaking
studies will likely be substantial.

¢. Case Studies Use. The proposed
standard requires reliance on well-
documented case studies (paragraphs
(a) (2} and (b} {3) of Appendix B). OSHA

* believes that such studies should serve

as a basis for-a positive hazard
determination, e.g., vinyl chlozide
monomer exposure and resultant
hemangiosarcoma. In response to a
request from OSHA, NIOSH
investigated two relevant issues: 1) the
historical utility of case reports and 2)
the current utility of case reports that
would be generated from the required
literature search, OSHA invites
comments on the issue of reliance on
case reports for Category B hazard -

- determinations. The following are

summary tables: :

Table 13.— Historical Utility of Case
Fieports—Selected Examples

k. Substances first identifiad by case reperts in occupationat
settings which are now widely accepled as hazardous to
heaith .

Hyrogen Sulfide’
Mstivyyi Alcohat
Carbon Disulfide
* Nitrogen Oxides
Asbestos
Benzene

Il. Hazardous substances called to attention following case
repoits of occupational exposure but for which preliminary
animat data existed
* Vinyl Chloride

Bis {chlarcmethyl) ether
DBCP (ditromoch!oropropane)

Table 13.— Historical Ulility of Case .
Reports—Selected Examples--Conlinued

M. Hazardous Substances first idenificd as earcinogens by
case reports of occupational exposires which have been
supported by epidemiological studies

Chromium :
Nickel

Arsenic

Berizens

IV. Hazardous Substances first identfcd from case rep. o
of cccupationat exposure which have nol baen ISy
by epidemiological studies

DMAPN (dimethylaminopropionitrile)
Sodium Hydroxide

V. Substances first idantified &s hazardous by case repcn;
which were later di d by epdemiologi and or
animaj studies

Aniline
Fibrous Glass
Hair Spray

Table 14.—An Assessment of the Appropri-
ateness of the Use of Case Reports for the
Detormination of a Hazard

‘Number of case teports
published

1830-1078  1977-1866
Case reporls reviewad (5% -
SAMPAL) ccovereerererean S 10 (10%) 14 (100%)
Causal relationship sufficiently
blished 8 (30%) 11 (79%)
Reported situation amenable to
18DBING..renecoransrrieresnas s 7 (70%) 10 (71%)
Reporied situation possibly cov-
erod by the standard pro-
posed by GSHA. 8 (80%) 7 (50%)
First indication of the hazard........ 3 (30%) 4 {20%)

Based Only on the Case Reports Which Were the First
Indication of the Hazard

Caugal relaticnship sutficiontly

€Stablishad .........cccerernmreecsnenne 3 (100%) 3 (75%)
Reported situation amenable to

[T 2 (€5%) 3 (75%)
Peported situation possibly cov- .

erod by the standard pro- o

posed by OSHA. 2 (6E%) 3 (?5%)
May pesasibly ind

is appropnate.... 2 (66%) 1 (25%)

Source: Personal communication from Mr. Richard Lemen,
NIOSH, 1680,

The Agency believes that these data
clearly support the necessity for
including case reports as one basis for a
positive hazard determination,
especially in view of the probable
difficulty in mounting epidemiologic
studies to confirm the casc reports. The

- Agency invites comments on the

advisability of its decision to require
utilization of case renorts.

d. Statistical Significance. The
significance level has becr set at 0.10
rather than the customary 0.05 level
(paragraph {a)(6) of Appendix B). While
the increased Type I error results, by
defirition, in an increase in false
positive hazard deteriminations, there
will be a corresonding decrease in false
negative determinations. While the
Agency believes that this is an
appropriate strategy for a preventive
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health standard, it recognizes that the

significance level chosen is non-

" graditional and invites testimony
addressed to this issue.

Testimony is also invited on the
related question of whether the criteria
which govern the use of inconzistent
data are advisable (paragraph {c) of
Appendix B). For example, the power
{0.89) of data to detect a hazard of a
specified magnitude (25% increase in
risk) is consisient with that of the
Cancer Policy (29 CFR 1990.144 (a),

- 1980). However the magnitude of the
risk that must be dotectable by the

negative study has been decreased from

50% to 25%. The Agency believes that,
given data or studies that indicate a
potential hazard, the worker should be
‘informed of the potential hazard unless
extromely reliable negative data are
available. . .

e. Expert Opinions. The final element
of the data evaization scheme requires
that a substance or mixture be classified
as a hazard if a subgroup of experts
accepts the conclusion of statistical
significance for results in an adequate
and well-contrulled study (paragraph
{b}{1) of Appendix B) or accept the
cause-effect relationship demonstrated
in case report{ct. This acceptance may
be manifested in a variety of ways and a
rebuttable assurmption of such
acceptance is estatlished when at least
one gualified independent expert has
endorsed the resuits (paragraph (d) of
Appendix B).

The Agenty understands thal this

position regarding the role of experts is -.

different from that which prevails in the
course of adjudication. However, as a
matter of policy, OSHA believes that
labeling a subsiance or mixture as a
kazard should rot require support from
the majority of experts. Such an ad hoc
choice of consultants does not guarantee
that the entire spectrum of professional
opinion is adequately represented.
Rath:er, the Agency belicves that a
substance or mixture should be

. classified as a hazard if evidence of the
specificd quality is available, two or
more experis {inc'uding the author) -
concur in the senclusion that ashazard is
present, and streng evidence to the
contrary is not available at the time of
hazard determinaticn (paragraph (d} of
Appendix Bj. The Agency invites
comments on this approach.
C. Regulatory Issues

1. “Performaace” vs. “specificatica”

reguiremens. As previcusiy stated in
the discussion of hazard evaluation
procedures, C5iiA believes that
employers should te required to follow
specified procedures where established
scientific principles are applicable.

v OSHA is not opposed, however, in

appropriate technical areas, to setting
goals {“performance” standzrds) and
allowing employers to reach those goals
by whatever means they consider
practicable. For instance, the proposal
sets performance standzrds for iabeling
piping systems (paragrurh (r)) and

-labeling coniinucus operai.ons

{paragraph (t)(3}). OSHA will consider
performance standards in other areas
where it can be shown that specifying
particular procedures is unnecessary,
and invites commeént on this issue.

2. Centent and format of labels and
placards. The propozed standard would
require chemical identification and
hazard warning information on labels -
and placards for hazardous chemicals.
This is because O%HA believes that
labeling is the most immediate and
reliable way of communicating hazard
related information to workers.

Some indusrty representatives have
expressed concerns about this
requirement. they believe that it will be
difficult to include all required
information-in readable form on normal
size labels. There have also been
suggestions from both industry end
representatives cf workers that the
hazard warnings set out in Appendix C
are either too comprehensive or not
comprehensive encugh. OSHA invites
comments upon all acpacts of the label
format requirements of the proposed
standard. OSHA also invites sliernative
proposals for labeling format.

As previsouly stated, the requirement
for disclosure of chemical identity is
closely related to the trade secrets issue.
Some industry representatives have
suggested that confidentiality for trade
secrcts might be enhanced if chemcial
identity of hazardous materials were
maintained in reference books stored
centrally and made available to workers
upon request, In this way, employers
could keep track of those receiving
potential trade secret information and
require. confidentiality agreements from

- those to whom trade secret information

is disclosed.

Advocates for workers have opposed
this aliernative to labeling on several
grounds. First, it is cumbersome. The
worker must make a request lo see
informaticn he or she wishes to check.
Second, the worker muct leave the work

. area in order to check such information.

Third, the employer knows which
employees are making requests
concerning the identity of hazardecus
Mmaterials, and unions fear this may lead
to reprisal and harassment. OSHA
invites coimnment on whether possible
enhancement of confidentiality affcrded
by a reference book system outweighs

the drawbacks of removinga
requirement for workplace labeling.

3. Disclosurs of chemicol identity in
labels shipped in commerce. A closely
related issue involves the inclusion of
CAS numbers on labels being shipped

" downstream to industrial users. The
_proposed standard requires that 1abels

indicating the cheriical (dentity 70
CAS number) of hazardous chemizals he
placed on containers before being
shipped downstream to workplacss
where such substances and mixtures

“will be used {paragraph (o}). Industry

representatives have stated that this
requirement will only compound the
trade secrets problem becausz the
identity of hazardous trade secret
chemicals will be open to scrutiny, not
only in workplaces, but.in commerce to
other employers who may be
compelitors. Worker representatives
bave countered that without a
requirement that labels be in place
when containers reach a downstream
workplace, there is no certainty that
containers of hazardous materials in
downstream workplaces willbe .
speedily and accurately labelad.

The proposed policy to require
labeling before hazardous materials are
shinped is grounded on severa!
preliminary conclusions. OSHA has

concluded thet once manufacturers and -

importers are required to disclose the
chemical identity of hazardous
substances to bothk their own employees
and the eraployees of downshezam users,
the incremental damage to
confidentiality caused by requiring
chemica! identification to appuar- on
labels in commerce is relatively
inconsequential. OSHA has also
concluded, in the absence of evidence to
the contrary, that there is a substantial
possiblity for tardy and iraccurate
labeling if labels are not required to be
in place upon arrival at a downstream
workplace. OSHA invites comments on
these points.

4. Exclusion of small containers. The
proposed standard-provides for certain
execmptions frem labeling requirements
applicable to containers of harzardous
matorinls in the workiplace (parspraphs
{u)(i), {z2}(12)). Of particular corcern
may be the exemption for containers of
5 gallons (19 liters) or less in volume
which are used to transfer haza:dous
materialg from onz container to wnother
in a particular work area. OS5I

regucsts comments concerning the sizes .

and purposes of containers which
should be exempted from labeling
requirements.

5. Access to records and dicuments
required by ifie stundird. The proposed
standard would provide access to a
number of types of records and °
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documen:ts by workers, their designated
representatives, their unions, end OSHA
and NIOSH (paragraphs (cc) and (dd)).
In addition, the standard requires
manufacturers and importers to
maintain separate files containing the
materials relevant to the hazard
evaluation for each substance and
mixture they produce or import
(paragraph {m}). The material in these
files is to be made available on request
to employees and former employees in
work areas where the substance or
mixture is or was present {paragraph
(dd)). In the event a firm goes out of
business, the standard provides for the
transfer of documents and records to
NIOSH {paragraph (ee)).

OSHA believes that maintenance of
the specified documents and records is
essential to the ability of workers to
pretect themselves from workplace
hazards for several reasons. First, these
documents and records may provide

- important information relevant to

chemical hazards which is not required
to be on labels. Second, access to the
materials upon which a manufacturer or
importer baces hazard evaluations
provides workers and their

- representatives the means to verify the .

determination made. Likewise, these
materials provide OSHA with the ready
documeritation intrinsic to efficient
enforcement of the standard.

‘The berefits of the access and record

keeping provisions of the standard must
be weighed against the burdens these
provisions will impose upon importers,

- mantfzcturers, and industrial users. -

Information presently available to
OSHA indicates that in some
workplaces at least some of the material
covered by the access and record
kecping provisions of the standard is
presently made available. Whether filing
systems similar to those proposed by the
standard are in general use is less clear.

Comments on a number of issues
would be helpful to OSHA in making a
jugment as to the adequacy of its
proposals concerning access and
recordkeeping. These include:

The nature of the burden these
provisiors will place upon industry,
with particular reference to existing
industry practices in the access and
recordkeeping areas;.

The use to which information o which
access is provided by the proposed -
standard will be put by workers and
their representatives;

Whether employers whe use
chemicals should be entitled to inspect
the recerds and documents of
manufacturers and importers pertaining
to those chemicals;

Whether the classes of persons and
groups to whom access to records and

documents are granted should otherwise
be expanded or limited; and

Suggestions for any alternative access
and record keeping mechanisms which
would reduce the burden on industry, or
make access to information by workers
easier or more efficent, -

8. Worker access to safety data
sheets. The proposed standard would
provide material safety data sheets (if
they exist).to workers upon request.
There is no requirement that an
employer affirmatively make copies
available to each worker in the .
workplace. This provision is intended to
minimize the administrative burden
upon employers of providing copies in
every work area. .

Representatives of workers have

‘objected to such a provision, cldiming

that to require workers to request these
documents will leave workers open to
‘employer harassment and
discrimination. These representatives
would prefer that copies of relevant
material safety data sheets be posted in
each work area. They elso suggest that
additional copies be made available in
work area locations where they can be
picked up without a specific request.

. Finally, these representatives have

stated that worker health and safety
requires that these documents be
available for immediate inspection on
the job where necessary.

OSHA dues not have before it specific
evidence that would justify the
allegation that workers who request
documents will be harassed or
discriminated against. Nor does OSHA
have before it evidence of the need for
material safety data sheets to be
immediately available on the job. OSHA
invites coniments on these issues.

7. Material safety data sheets. The
proposed standard requires that, where
available, copies of material safety data
sheets (MSDS) for hazardous substances
and mixtures be given to workers and
their representatives upon request
{paragraph (cc)). The proposed standard
does not, however, require that .
manufacturers and importers of
hazardous substances and mixtures
produce an MSDS for each hazardous
substance and mixture. Nor does the

_ proposed standard define the content of

any MSDS a manufacturer or importer
decides to produce (see the definition of
an MSDS in'paragraph (gg)(29)).

OSHA chose to impose neither of
these requirements because, urder the
proposed regulation, the MSDS is not
the primary vehicle for communicating
essential hazard related information to
workers. On this assumption, to have
imposed such requirements would have
put a large ard unjustifiable burden
upon industry.

OSHA invites comments on whether
the MSDS should play a more prominent
role than presently contemplated in the
information system proposed under the
hazard identification standard. If so,
OSHA salso invites comment on whether
a MSDS should be produced under some
defined format for every hazardous
substance and mixture to be used in the
workplace.

8. Substance-employee identificétion
lists. In developing this proposal, OSHA
very seriously considered requiring
manufacturers and industrial users to
develop substance-employee

identification lists for each work area.

Such lists would provide a cross-
reference between the hazardous
chemnicals present in a given work area
and the identities of the employees
working in the atea. ’
The purpose of such a Jisting
requirement would be to give workers
an overall picture of the hazardous
chemicals present in the areas in which
they work, and which might, therefore,
adversely affect their health. If required
to be preserved for extended periods of
time, e.g., 30 years, these lists would
also provide an accurate record of
potential chemical exposures affecting a

- worker over time, although the lists

would not establish quantitative levels
of exposure. This information, in turn.
could provide epidemiolagists valuable
assistance in tracking down potential
sources of occupational diszase.

The costs and administrative burden
connected with the creation and long

term preservation of substarse-

identification lists woutld not be
insubstantial. Yet, as the Regulatory
Analysis of the proposed standard
shows, a requirement for such lisis may
well yield results which dramatically
increase the benefits of the hazard
identification in terms of improved
worker health and safety over tirce,
OSHA did not include a requirement
for the development and preservation of
substance-employee identification lisls
because while they potentially would
establish a record of basic evidence
assential to determininz the effects of
tazardous chemicals with precision, the
exlent of the burden they would impose
vpon manufacturers and industrin! users
is not yet clear. In particular, OSHA is
uncertain about the b d
and maintenance of such Hets wonld
place vpon dowistrearn v ners of
chemice!s, sucii as automobiie
manufacturer, whose operations tend to
be labor-intensive and to use thousands
of chemicals. This type of industrial
structure would obviouzly compound the
difficulty of tracking and crocs-
referencing chemicals and employees,
but to what degree is unknown. On the
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other hand, these employers, as well as
others, may now have in place systems
for keeping track of chemicals and
employees which might be adapted to
the same use as substance-employee
identification lists, or might at least
reduce the burden of puiting substance-
employee.identification lists in place.

Accordingly, to determine whether a
requirement for substance-employee
identification lists should be
incorporated in the final standard,
OSHA invites comment upon the uses to
which workers, their representatives,
governmental agencies, and madisal
researchers would put the informatias.
provided by substance-employee
identification lists. OSHA also invites
comments upon the burden which
compilation of such lists would impose
upon industry, with particular reference
to the extent industry presently
compiles and maintains similar
information.

9. The need for gene:ic training
reguirements. The proposed standard
does not include any requirement that
workers be trained to use the hazard
identification information
communicated to them, This is not
because OSHA believes that training is
unimportant to the overall effort to make
waorkplaces healthful and safe. It is
because OSHA sees the communication
of hazard-related information and
worker training as distinct tasks which
are not necessarily interdependent for.
the provision of meaningful benefits.

- Thus, although the usefulness of hazard
_related information would undoubtedly

be enhanced by appropriate training,
such information is extremely helpful to
workers in and of itsell. Moreover,
OSHA is aware that some employers
already provide employees with
adequate training in hazard
identification. T

Furthermore, OSHA believes there is
a major advantage in creating a
comprchensive communication and
training system in several stages. This
procedure minimizes the burdens upon
industry by spreading cost and effort
over time, while still providing
substantial benefits to workers with the
promulgation of each cormponent of the
overall system. OSHA believes this to
be a sound approach, and comment ca
this view is invited.

10. Impact on small business. OSHA
recognizes that the proposed standard
may imposa greater burdens on small
business than ii doos on iurce firme, For
example, as mentioned, soine large
chemical manufacturers have indicated
that they already follow chemical
evaluation procedures similar in scope
to those proposed in the standard.
Consequently, the burden in additional

cost and effort which impleméntation of .

the standard would impose such firms is
less than that upon smaller firms-which
have no such procedures in place.

The proposed standard attempts to
minimize the differential burden upon
large and small firms by establishing a
repository for hazard warning .
information and by delaying the dates
by which small manufacturers and
importers must complete evaluation of
chemicals they produce or import
(paragraphs (w) and (ii}). The repository

- for hazard warning information will

contain.all infarmation relevant to the
results of the hazard evaluation for any
chemical, This information will be
dvailable to manufacturers and
intporters. Delaying the compliance
dates for small manufacturers and
importers will allow them to utilize the
hazard evalvations made by large
manufacturers or imposters for
chemicals they also produce or import,

There may be other provisions which
would ease the burden upon smali
business without sacrificing the |
comprehensiveness and accuracy on
which the hazard identification standard
relies to help protect worker health.
OSHA invites-comments and
suggestions regarding these.

11. Miscellaneous issues. Finally,
there are several specific issues upon

"which comment in response to publicly

released preliminary drafts has been
«parse, but which may be controversial.
Accordingly, OSHA seeks comment on
the following:

Is the partial exemption from _
regulation which OSHA has allowed for
research chemicals in paragraph (f)
appropriate?

Are the special enforcement
provisions OSHA has developed in
paragraph {(hh) adequate?

Should the compliance dates mandate
by paragraph (ii) be either shortened or
legthened?

‘Are there measures to assure the
communication of updated hazard
rclated information preferable to those
proposed in paragraphs (z)}-{(aa)?

D, Selected References

1. Naiionz! Occupational Hazards
Survey, DHEW (NIOSH) Publication No,
78-114, December, 1977.

2. An Interim Report to the Congress
on Occupational Diseases, submitted by
the U.S. Depariment of Labor,
December, 1979. : ’

3. OSHA Safety and Health Standards
for General Industry, 29 CRR Part 1910,

- OSHA 2208, revised, November 7, 1978.

4, Toxic Substances Control Act
Chamical Substances Inventory, and
Supplements, U.S. Environmenta!
Protection Agency.

" 6. The Occupational Safety and

Health Act, Pub. L..91-596, 91st

Congress, S. 2193, December 29, 1970.
6. Report of the Stendards Advisory

- Gommittee on Hazardous Materials

Labeling to the Assistant Secretary of
Labor of Occupational Safety and
Health, U.S. Department of Labor,.

~ submitted June 6, 1975.

7. A Recommended ,
Standard * * * An Identification
System for Occupational Hazardous
Materials, DHEW (NIOSH) Publication

_No. 75-128, 1974.

8. American National Standard for the
Precautionary Labeling of Hazardous
Industrial Chemicals, American
National Standards Institute, ANSI
7129.1--1976.

9. H.P. 750—Legislative Document 958,
State of Maine.

10. Title 8, Article 112, State of
California.

11. Public Act No. 80-257 and 80130,

. State of Connecticut.

12. Act 51, Public Acts of 1980, State
of Michigan.

13. 7103-D, State of New York.

14. General Occupational Health
Regulztions 22-015, State of Oregon.

15, Chapter 149, Commonwealth of
Massachusetts.

16. Chapter 206-64 WAC, State of
Washington.

17. N.J.A.C. 12:180, State of New
Jersey.

18. Toxic Substances Control Act,
Pub. L. 94469, Octaber 11, 1976.

16, Environmental Proteciion Agency,
Pesticide Programs, 40 CFR Purt 162.

20. Environmental Protection Agency,
Pesticide Programs, Registration,
Reregistration and Classification
Procedures (40 FR 28242, July 3, 1975).

21. Environmental Protection Agency,
Registration of Pesticides in the United
States Proposed Guidelines (43 FR
2969€, July 10, 1678).

22. Department of Transportation,
Hazardous Materials Transportation, 49
CER Part 172.

23. Consumer Product Safety
Commission, Federz] Hazardous
Substance Act Regulations, 16 CFR Part
1500.

24, Food and Drug Administratien,
Food for Human Consumption, 21 CFR
Part 100; Drugs, 21 CFR Part 200;
Cosmetics, 21 CFR Part 700.

25. Committee on Government
Operations, House of Representatives,
Transcript of Hearings Be'ore a
Subcommittee on Control of Toxic
Substances in the Workplace, May 11,
12, and 18, 1976. :

26. Committee on Government
Oprrations, House of Fipresentatives,
Thirty-vourth Report, Ciinicel Dangers
in the Workplace, 1978.
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27. Committee on Government
Operations, House of Representatives,
Tenth Report, Failure to Meet
Commitraents Made in the Ocrupaticnal
Safety and Health Act, 1977.

28. Transcripts of OSHA Hearingson

“Access to Employee Exposure ana

Medical Records”, Docket No. H-112.
29. Fair Packaging and Labeling Act,

Pub. L. 84-755, s2, Nov. 3, 1966, 80 Stat.

. 1298.

30. European Economic Community
Labeling Requirements, Directive 67/
548/EEC, August 18, 1967, as amended
by Directive 79/831/EEC, Sentember 18,
1979; Directive 73/173/EEC, June 4, 1973;
Directive 77/ 728/ EEC, Novervber 7,

1977; and Directive 78/631/EEC,.June 28,.

1978.
31. Bureau of Labor‘ftamﬁcs.
Occupational Injuries and llnesses in

“ the United States by Industry, 1977,

32. Pilot Study for Development of an
Occupational Disease Surveillagce
Method, DHEW-NIOSH 75-162, 1975.

33. Draft LR.L.G. Guideline for
Documentation of Epidemiologic

. Studies, Interagency Regulatory Liaison

Group, November, 1979,
34. Creech and Johnson,

-Angiosarcoma of the Liver in the

Manufuacture of Polyvinyl Chloride, 16 }.
Occ. Med. 150 (1974).
V. Legal Authority

This notice of proposed rulemaking is
being published in conformity with ihe
requirements of section 6{b}{2] of the

Occupational Safety and Health Act, 29

U.S.C. 655(b)(2], for publishing a
proposed rule promulgating an

occupational safety and health standard ™

in the Federal Register, and section 4(b)
of the Administrative Procedure Act, 5
U.S.C. 553(b) regarding the publication
of notices of proposed rulemakings in
the Federal Rogister.

Authouty for issuance of this
standard is found in sections 6(b) and
8{g)(2) of the Act, 29 U.S.C. 655¢b} and
657{g)(2). Section 6(b) governs the
issuance of an occupational safety and
health standard, which is defined in
section 3(8} of the Act, 29 U.5.C. 652(8),
as: )

[A) standard which requires conditions, or
the adoption or use of one or more practices,
means, methods, operations, or processes,
reasonably necessary or appropriate to
provide safe or healthful employment and
places of employment,

The proposal comtemplates the
issuance of a generic standard for the

_determination and communication of

workplace hazards. This will require the
adoption and use of one or more
practices (e.g. labeling and access to
records) which the secretary has reason
to believe are reasonably necussary and

appropriate to provide employees with
safe and healthful employment and

 places of employment. The issuance of & _

generic standard is a necessary and
effective means tc carry out the
purposes of the Act and to set priorities
under the Act whenever the Secretary
identifies common occupational health
or safety problems which warrant
common solutions (see the Cancer
Policy standard, 45 FR 5002 et seq., and
the access to exposure to exposure and

-medical records standard, 45 FR 35212 et

seq.).

In particular, the pmposed standard is
a generic implementation of sections
6(b)(7) and 6{b)(5) of the Act, 23 U.S.C.
655 (b)(7) and (b)({5). Section 6(b][7}
pertinently states that:

Any standard promu!zated under this
subsection shall prescribe the use of labels or
other appropriate forms of warning as are
necessary to insure that employees are
apprised of all hazards to which they are
exposed, relevant symptoms and appropriate
emergency treatment, and proper conditions
and precautions of safe use or exposure

* ¥ ®
.

Section 6(b){5) authorizes the
Secretary, in promulgating standards
dealing with toxic materials or harmful
physical agents:

* * *to set the standard which most
adequateiy assures, to the extent feasible, on
the basis of the best available evidence, that
no erployee will suffer material impaiiment
of health or functional capacity even if such
employee has regular exposure to the hazard
deali with by such standard for the period of
his working life * * *,

The philosophy of this proposal is to

" require the identification and disclosure

of a hazard to employees as soon as the
scientific literature reliably indicates
such a conclusion, even though the
evidence or OSHA's pricrities may not

. yet warrant comprehensive regulation of

the hazardous chemical. This is -
consistent with the Supreme Court’s
statement in /ndustrial Union Dep't
{1UD) v. American Petroleum Institute
{API), 100 S.C.T. 2844, at 2872, fn. 66 that
Congress had an “information-gathering
function” in mind when it enacted’
section 6(b)(7), and that requirements of
this nature may be imposed at lower
fevels than can currently bz set for the
regulation of a toxic substance on the

basis of a finding of significant risk. This -

is so because it is necessary to “keep a
constant check on the validity of the
assumption made in developing the
permissible exposure limit, giving it a
sound evidentiary basis for decreasing
the limit if it was initially set tco high,"
id. at 2872, or, a fortiori, not at all.

The Secretary’s authority to issue this
proposed standard is further supported
by the general rulemaking authority

granted in section 8(g)(2) of the Act. This
section empowers the Secretary “to
grescribe such rules and regulations as

e may deem necessary to carry out
[his] responsibilities under the Act.” The
authonty thus granted to the Secretary
is as broad as the purposes of the Act,
which inciude:

- Encouraging employers and employees in
their efforts to reduce the number of ’
occupational saféty and health hazards at
their places of employment, and to stimulate
employers and employees to institute new
and to perfect existing programs for providing

. safe and healthful working conditions (29

U.S.C. 651{b)(1}). )
- Building upon advances already made
through employee and employer initiative for
providing safe and healthful working
conditions (29 U.S.C. 651{b}(4)).

Exploring ways to discover latent diseases,

_establishing cansal connections between

diseascs and work in environmental
conditions * * * (29 U.S.C. 651{b)(8})

Encouraging joint labor-management
efforts to reduce injuries and diseases arising
out of employment (28 U.S.C. 651(t}{13)).

OSHA believes that this proposal,

. when issued in final form, will

significantly advance these statutory
goals.

In addition, Section 8(c)(1) of the Act,
29 U.S.C. 657(c)(1), authorizes the
Secretary to issue regulations requiring
employers to, “make, keep and preserve,
and make available to the Secretary
* * * guch records regarding his
activiiies relating to this Act as the
Secretary * * * Yadeems'z necessary or
appropriate for the enforcement of this
Act or for developing information

. regarding the causes and prevention of

occupational accidents and illnesses.”
This proposal directs its major
obligations toward those employers who
are in the best position to develop
information concerning chemical
hazards or who are the primary users of
chemicals in'industry.-To this end,
“manufacturers” and “industrial users"”
are limited, by definition, to employers
in Division D {(Manufucturing), Major
Groups 20-39, of the SIC Manual. In .
issuing stundards, the Sacretary moy,
under his section 6{g}, 29 U.S.C. 655(g}, -

.priority-getting discretion applv the

standard only to cert:in segments of
business, thus “{giving] due regard to the
urgency of the need for mandatory
safety and health standsrds for
particular industries, trades, crafts,
occupations, businesses, workplaces or
work environments.”

The system of hazard identification
and communication established by this
proposal is also designed to impose the
duty of hazard evaluation primarily on
the manufacturers and importers who
distribute hazardous chemicals in
comuierce. It would require the
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vt related information
cwo =" aayees involved in the
-+ 7 I.hamicals but also to the
Ler s T Onosn the chephicals are
- "0 henefit of the employees
' . 4. This approach is
. s OSHA used in its
..i 1.l und which was
. wvunt part by the Court
.+ \.uerican Petroleum
_+<:¢., 581 F. 2d 493 (5th Cir.
. vt vacated on other
., ~.{ vther grounds sub nom.
.. SwenDep't, AFL-CIQv.
© .. wowleum Institute, 100 S, ct.
, -« Vhe Court stated (/d. at 510):
., «ve responsibility to warmn.
!, = employees of concealed hazards
. -vream employara who-crestodha.
. ¢ azow of the hazard.is cansistent .
- +Jial purpose of the Act and is
. -~:iA’'s broad authority to prescribe
wamer g tabels
- C~urt was also influenced by the
<% .t the upstream employer’s ovm
.- yees were exposed to the same
%, »1nls and had to be warned via labels
<« event. The responsibility to warn
. wustream employees placed on
-- .~ sfacturers by this proposal is not
- ;+ually different than in benzene.
¢+ .y benzene, their own employees are
.+ i~.1st as much exposed to the
.+ :nicals which they must evaluate for
zastrds and provide warning for
v-=n-dingly. OSHA recognizes,
*wever, that importers may be in &
:erent position than manufacturers
1.aze;: if they are not themselves .
- «:ufacturers, they may not have
c.iployees exposed in any significant
wuy to the chemicals they ship and may
Lave difficulty getting information
concerning the identities and hazards of
the chemicals they import from .
overseas’ suppliers. Nevertheless, the
proposal treats importers like
m:anufacturers because it appears
recessary that chemical identification
end hazard warnings be developed at
the earliest possible point in the chain of
d:stribution after a chemical enters the
Customs Territory of the United States
to avoid a significant regulatory gap. Cf,
Mourning v, Family Publications
Services, 411 U.S. 358 {1973). OSHA
specifically invites comment on how -
best to regulate hazardous imported
chemicals so that employees may be
informed of their chemical identity and
warned of their hazards.

VL Reg'ulatory Analysis, Environmental -

Impact and Regulatory Flexibility
Requirements

This proposa! has been dzveloped in
conformity with pertinent laws,
regulations, and executive orders. In
particular, pursuant to Executive Order

A

12044 and the implementing Secretary's
Order (44 FR 5370; January 28, 1979)
OSHA hes develcped a Regulatory
Analysis that extensively considers the
expected benefits and economic impacts
of the proposed standard, tegether with
regulatory alternatives considered by
the Agency. This document is available
to the public from the following address:
Docket Officer; Dacket No-H=022, Room
§-8212, U.S. Department of Labor, 200
Constitution Avenue, N.-W., Washington,

" D.C. 20210, Tel: (202) 523~7884.

The Regulatory Analysis also serves
as the Agency's draft Environmental
Impact Statement (EIS) and Regulatory
Flexibility Analysis. Under the National
Yrvironmental Pblicy Act, 42 U.S.C. 4321
Glgeq., as intespreted by 468 CFR Fart-
7500 et seq. (Council on Environmental
Quality} and 29 CFR Part 11
{Department of Labor), (45 FR 51187 ef
seq.; August 1, 1930) OSHA is required
to prepare a draft EIS if it determines
that a proposed action will have
significant envircnmental effects.
Because OSHA has identified
significant, albeit beneficial, effects
external to the workplace resulting from
this proposed standard, the Regulatory
Analysis has accordingly been written
so that it may eimultaneously function
as the draft EIS. The consolidation of
documents in this manner is explicity
permitted by 40 CFR 1506.4 and 28 CFR
11.12(d). In addition to assuring that the
substantive subject matter required of a
draft EIS has been addressed, OSHA
has als® undertaken to comply with the
notice and filing requirements set forth
in the NEPA regulations, 40 CFR 1506.8
and 1506.9 and 29 CFR 11.12(d).

In like manner, the Regulatory
Analysis also contains an analysis of
the proposed standard's impact on small
businesses, as required by the
Regulatory Flexibility Act of 1980, Pub.
I.. 96-353. As detailed in the Regulatory
Analysis and in the preamble above,
OSHA has not only considered the
effects on small businesses, but also has
taken steps designed to lessen the
compliance burden on manufacturers
and importers with 250 cr fewer
employees. The decisicn at this time to
limit the scope of the proposed standard
primarily to employers engaged in
manufacturing (Division D, SIC Major
Groups 20-39j—thereby excluding
conslruclion and other non-
manufacturing industries from its
scope—may also be seen in part as an
attempt to minimize the impact of the
proposed standard on smalil businesses.
- To the extent necessary, OSHA will
issue a final FIS and-Regulatory
Flexibility Analysis at the time of the
final standard. It will also make final

determinations regarding the technical
and economic feasibility of the
standard. To assist it in this task, the
Agency specifically invites comments on
any issue relating to the benefits, costs
and other economic impacts,
environmental consequences, and
impacts on small business of the
proposed standard.

VIL Public Participation

. Interested persons are invited to
subrnit written data, views, and
arguments-on this-proposed standard,

- These comments must be received on or

before April 18, 1981, and submitted in
quadruplicate to the. Docket Officer,
Docket H~022, U.S. Depariment of
Labor, Occupational Safety and Health
Administration, 200 Constitution -
Avenue, NNW., Room $-6212,
Washington, B.C., 20210; (202) 523-7894.
Written submissions mwst clearly

" identify the provisions cf the proposal

which are addressed, and the position
taxen on each issue. .

OSHA is scheduling public hearings in
several locations to permit interested
perscns an opportunity to submit oral
testimony concerning the issues raised
by the proposed standard, including the
economic and environmental impacts.
The dates and cities for these hearings
are as follows:

Date Hearing Will Begin in City

1. May 26, 1981, Washingion, D.C.

2. July 7, 1981, Houston, Texas.

3. July 21, 1881, Chicago, Illinois.

4. August 11, 1981, Philadelphia,
Pennsylvania.

5. September 1, 1981, San Francisco,
California.

The addresses for the location of the

- hearing in each city will be announced

in the Federal Register at a later date.
Noatices of Intention to Appear

All persons wishing to participate in
the public hearings must file a notice of
intention to appear, in quadruplicate, on
or before May 1, 1981, addressed to M.
Tom Hall, OSHA Division of Consumer
Affairs, Docket No. [1-022, Room N3635.
U.S. Department of Labor, 200
Constitution Avenue, N.-W., Washington,
D.C. 20210; (202) 523-8024.

. The notices of intention to appear
must contain the following information:

(1) The name, address and telcphone
number of each person to appear;

(2) The capacity in which the person

. will appear;

(3) The approximate amount of time
requcsted for.the preseniation;

(4) The specific issues that will be
addressed;
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(5) A detailed statement of the
position that will be taken on each issue
addressed; and -

{6) Whether the party intends to
submit documentary evidence and if so,
a brief summary of that évidence.

Filing of Testimony and Evidence Before.
Hearing

Any party requesting more than 15
minutes for a presentation at the
hearing, or submitting documentary
evidence, must provide in advance the
complete text of the testimony or
documentary evidence to be presented
These texts shall be submitted in
quadruplicate to the OSHA Division of
Consumer Affairs, at the above address,
and must be submitted by May 8, 1961.

These submissions will be available
for inspection and copying at the OSHA
Docket Office, Room $-6212, at the
above address.

Each submission received will be
reviewed to ascertain if the amount of
time requested in the notice of intention
to appear is appropriate. In those
instances where the information
contained in the submission does not
justify the amount of time requasted, a
more appropriate time allocation will be
made and the participant will be
notified of the change. Any party who
has not substantially complied with this
requiremen:t may be limited to a 15-
minute presentation, and may be
requested to return for questioning at a
later time.

Conduct of Hearings
The hearings will begin at 9:30 a.m,

_ with resolution of any procedural

matters relating to the proceeding. The
hearings will be conducted in
accordance with 29 CIR Part 1911,
allowing full development of the record
and permitting all parties to exercise
their rights of participation.

The hearing will be presided over by
an Administrative Law Judge who will
have 2ll the powers necessary or
appropriate to conduct a full and fair
informal Learing as provided in 29 CFR
Part 1911. Following the close of the
hearing or of any post hearing comment
period, the presiding Adminisirative
Lew Judgze will certify the record to the
Assistant Secretary of Labor for
QOccupatieral Safety and Health,

All written and oral submissions, as-

“well as other information gathered by

the Agency, will be considered in any
action taken. The record of this
rulemaking, including written comments
and materials submitted in response to
this notice and notices of intention to
appear at the public hearings, will be
available for inspection and copying in
the Docket Office, Room S-6212, at the

above address, between the hours of -
8:15 a.m. and 4:45 p.m.

VI Authority and Signature

This document was prepared under
the direction of Eula Bingham, Assistant
Secretary of Lebor for Occupational
. ‘Safety and Heaith, U.S. Department of
Labor, 200 Censtituticn Avenue, NW,,
Washingten, D.C. 20210,

{Secs. 6(b), 8(c), and &(z). Pub. L. 81-596, 84

-Stat. 1533, 1599, 1600; 29 U.S.C. 655, 857; 29
"CFR Part 1811; Secretary of Labor’s Order No.

8-76 (41 FR 25059)) "
Signed at Washington, D.C. this 13th day of
January, 1981.
Eula Bingham,
Assistant Secretary of Lobor.

I General
(a) Overview,
[b) Purpose
11. Scope and Application
{c) Employers covered by the standard.
{d) Substances covered by the standard,
{e) Mixtures covered by the standard.
(f) Coverage of research materials.
{g) Coverage of non-hazardous substances
and mixtures.
(h) Substances uot covered by the
standard.

1. Eveulstion end Communication of
Hazards—Duties of Manufaciurers and
Importers -

(i) Evaluation of substances and mixtur es
for hazards.

{j) Categories of hazards.

(k) Determinaiion of Category A hazards.

(1) Determination of Category B hazards.

(m) Maintenance of hazard evaluaticn files.

{n) Deletion from hazard evaluation files of
trade secret information.

(o) Information to sccompany shipments.

1V, Workplace Requirements

{p) Responsibility to determine hazards—
industria! users and suppliers.

(q) Workplace labels for hazardcus
substances and mixtures.

(r) Workplace labels or placards—piping
systems.

(s) Hazard warning labels of other
agencics.

(t) Label and placard display requirements.

(u) Lxceptlons from workplace lateling and
placarding rec ments.

() Labealir- ieg of other employers.

{w) L.abel refercnce service,

V. Updating Hazard Informat:on and Hazard
Detcrminations

{x) Duty to update—importers and
manufacturers. .

(y) Duty to update—-mdusmal users.

{(z) Communication of updated hazard
determinations and information.

{aa) Duties upon receipt of updated

" information.

VI. Recordkeeping and Access-Requirements
(bb) Records preservation.
(cc) Access to records.
(dd) Access to hazard evaluation files.

(ee) Transfer of records. .
(£f) Duty of a manufacturer or industrial
user to inform employees of right of access.

VII Definitions
{gg) Definitions.

VI, Miscellaneous
(hh) Enforcement.
(ii) Compliance dates.
{ji) Appendices. .
{kk) Effective dates.

I General

(a) Overview.

Paragraphs (a) and (b) of this
standard do not themselves impose
requirements on employers but are
intended to set forth the general purpose
of this standard and to summarize (with
appropriate cross-references) the major
provisions of the standard which
implement that purpose.

This standard establishes a system
designed to communicate to workers
and employers essential information
concerning the hazards of workplace
chemicals. Chemicals are classified
under the standard as either substances
(paragraph {gg)(40)) or mixtures
(paragraph (gg)(30)). Employers covered
by the standard generally fall into four
categories: manufacturers (paragraph
(c)(1)(i)), importers (paregraph (cj(1)(ii)).
suppliers (paragraph (c)(1)(iii)), and
industrial users (paragraph (c})(1)(iv)).
Manufacturers and industrial users
covered by this standsrd are those
whose establishments are covered by
Division D (Manufacturing), Major
groups 20-39, in the most recent revision
of the Standard Industrial Classification
Manual; Executive Office of the
President-Office of Management and
Budget. In addition, cther employers (i.e.
those which fall under other SIC
categories) are required to leave labels
on containers they receive unless or
until the container is put up for retail
sale {paragraph (v}).

This standard requires (1} the
evaluation of substances and mixtures

-to delermine whether they are

hazardous according to the criteria
specified in the star ndard ('Ja":!\"l"iph (i)-
(1); Appendices A and B) and (2) certain
regulatory actions to be taken with
respect to those substances and
mixtures which are deiermined to be
hazardous. The responsibility for hazard
evaluation is placed on the
manufacturers or importers of a _
substance or mixture because they are
in the best position to make such an
evaluation. The standard identifies 17
different kinds of hazards which must
be evaluated (paragraph (gg)(22)). The
evalualien procedures of the standard
require manufacturers or importers to
make use of information available in

Approved For Release 2008/08/28 : CIA-RDP86-00735R000100010030-0

& E-Si’m'wﬁg:ﬁj

S M

v ———e

c



R,

Approved For Release 2008/08/28 : CIA-RDP86-00735R000100010030-0

Federal Register / Vol. 46, No. 11 / Friday, January 16, 1981 / Proposed Rules

4341

b

Pt e

. wwit records and to search relevant
i1 literature for evidence of those
_...lous (paragraphs (k}-(1)).
. .. whces A and B of the standard-
.1y th:e accepted scientific principles
I urt: to be followed when
.« iuing the evidence indicating a
. i hazard, The evaluation
. Jurcs of the standard, however, do
. 1equire manufacturers and imposters
. +harm any tests to determine the
"+, wanslisusness of a substance or
Jlave,
\ ¢ a substance or mixture is
- «wumined by a manufacturer or
rter to be hazardcus under tha
. wlardd, the standard requires each
- ewfacturer and industrial user to:
1) Label every container of every
- :ardous substance ir the workplace
. .1 the precise chemical identity of its
. uients, and with eppropriate bazard
“ x.nmgs (paragraph {g) and Appendix

) Label every container of a mixture
Wi (h the precise chemical identitizs of
e constitnent chemicals which are or
~ay be hazardous, and with appropriate
Jzard warnings (paragraph (q) and
-\ppcndlx C)

(3) Provide emplcyees with any
available material safety data sheels
concerning the dangers posed by
tazardous substances and mixtures in
the workplace (paragieph {cc)); and
. (4) Update the information provided to
ricployees as new information about
hazards becomes available (paragraphs
(x)-{aa)). N

To provide the information which
industrial users need lo protect their
employees, the standard requires
manufacturers and importers to:

(1) Maintain files {i.e. references,
studies, reporis or other documents used
in the hazards evaluation procedure) on
all substances and mixtures they
manufacture or unport {paragr aph {m)):

- (2) Assure that the appropriate
chemical identity and hazard warning
labels are affixed to cortainers that are
being shipped to industrial users and the
suppliers of industrial users {paragraph
(0}); and .

(3} Previde weith the firgt shipmcnt to
an industrial user or supplier of an
industrial user one copy of any safety
data sheet which the manufacturer or
importer has developed concerning the
hazards posed by the substance or
mixture being shipped (paragraph
[0)(6)). The standard, kewever, does not
require safety data sheets to be
developed or published if they do not
otherwise exist. )

To assure that industrial users receive
the chemical identification and hazard
warning information developed by the
manufacturer or importer, the standard

rnquxres suppliers to forward this
information which they receive from
mancfaciurers or importers with their
shipments of hazardous substances and
mixtures to industrial users and to other
suppliers of industrial users (paragraph
(0)(5)). The standard permits industrial
users, for the purpeses of complying
with their labeling and placarding
dutics, to rely on the hazard-related
informaticn which they receive from
manufacturers, importers or suppliers.
(paragraph (p)).

The standard requires thaf material
safety data sheets and files containing
hazard deiermination references and
documents must be preserved for |
specified periods of time. (paragraph
(bb)). Access to these records is
generally provided to employees .
{including former employees), their
designated representatives (including
unions with collective bargaining rights
in the workplace), OSHA and NIOSH
(the National Institute for Occupational
Safety and Health, Department of
Health and Human Services).
(paragraphs (cc) and {dd)}). The standard

provides for the transfer of these records

when an employer subject to its
recordkeeping provisicns goes out of
business (paragraph (ee)). The standard
also requires each manufactuzer and
importer to send to OSHA, after
completing a hazard determination on a
substance or mixture, either & notice
stating that the substance or mixiure has
nct been found to meet the criteria for a
hazard or a copy of the appropriate
hazard warning for the substance or
mixture. This information will be kept in
a central repository and made available
to other employees on request
(paragraph (w)). The compliance dates
of the standard have been extended by
three months for manufacturers and
importers with less than 250 employees
so that they may take advantage of the
hazard evaluations on file with OSHA
{paragrarh (ii).)

(b) Purpose.

The system of hazards evaluation and
communication established by this
standard will, by making information
about workplace hazards generally
available to workers, their
representatives, OSHA and NIOSH
yield direct and indirect improvements

"in occupational health. Container labels
~ will give workers immedjafe access to

the iduntitizs and denzers of the
hazardous substances and mixtures
with which they work directly. Material
safety data sheets will provide workers
and their representatives with detailed
information abeut the proparties and
handling of hazardous substances and
mixtures, supplementing the information

'

on hazard warning labels. Hazard
evaluation files will provide the
docuinentation to enable workers and
their représentatives to make their 6wn
hazard determinations and to check the
employer's determinations.

1L Scope and application
(c) Employers covered by the
standard.
‘(1) This standard applies to any
employer who:
(i} Is engaged in the manufacturing or

- processing of a substance or mixture for

distribution in commerce and whose °
business is covered by Division'D
{Manufacturing), Major Groups 20-39, in
the most recent revision of the Standard
Industrial Classification Manual,
Executive Office of the President—
Oifice of Management and Budget
(bereafter “manufacturer); or

(i} Imports a substance or mixture
into the Customs Territory of the Unjied
States {i.e., the 50 States, Puerto Rico,
and the District of Columbia), and is the
first person who, knowing the substance
or mixture will be impozrted, controls the
identity and total amount of the
substance or mixture to be imported
(hereafter “importer”); or

(iii) Receives a substance or mixture
regulated by this standard and
distributes such substance or mixture to
an industrial user or another suppiier of
an industrial user in unaltered form,
whether or not in its original container
(bereafter “supplier”); er

{iv) Uses a substance or mixture- -
received from a manufacturer, importer,
or supplier, and whose bus:ness is
covered by Division D (Manufacturing),
Major Groups 20-39, in the most recent
revision of the Standard Industrial
Classification Manual, Executive Office
of the President—Office of Management

"and Budget (hereafter “industrial user").

(2) This standard applies to employers
who are neither manufaciurers,
importers, suppliers, or industrial users
only to the extent set forth in paragraph
(v).

(d) Substances covered by the
staudard.

(1} Any substance covered by this
standard must be evaluated in
eccordance with paragraphs (i)~(1) and
Appendices A an

{2) This standard applres to any
substance which is:

(i) Listed in the Toxic Substances
Control Act Chemical Subsiance
Inventory, including UVCBs; or

(ii) A pesticide; or

(iif) A food additive, a prior
sanctioned food additive, a color
additive, cosmetic or a drug; and
includes
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_...t, lntermediate, or
) _ . be present during the
_,+wessingof a
- ure. Impuritiés include
. wad tobacco.
. wsarily a continuum
> “by-products,” and
. +r1al within this
.1'subject to regulation

-~ by the standard.
» vovered by this
~valuated in .
.-agraphs {i)-(1) and
Ly A B
tapplies ta any
- cumnstituent

o by parogaph

~«rarch materials.
. .- mixtures used for
~niation or analysis,
- 1, or product
. ~vered only by the
..a:atain a hazard
- vach such substance
~aph (m)) and to
- such file (paragraph
A
»5 used are no greater
-~ecessary for such

2 or mixture is used

-eor thesugeevisionof,

ssed-to conduct
2 development; and
.=. manufacturer, or
- Zacting, sponsoring,
- serimentation,
3t product
. ‘ne substance or
- 52 purposes and not
.. 2pplication, and
> or mixture is not
< 5y any other person
application. " -
hazardous
< epg
- nixture which is
- mazardous under
“19hs (i}-{1} and

" aregulated only.to .

- paragraphs {0)(4),
oo D the

~ s notapply to:
ispecial nuclear
* material as
= Energy Act of
¢ el and the
“under or
. or
»f1ts physical forms

—ed for-flammability.

“ov need not evaluate
' bie distributed
v inunaltered form

(i) A workplace covered by this
standard for personal use by employees;
or

{il) A destination other than a
workplace covered by this standard. -

(b) An importer who does not know
the contemplated use or ultimate
destination of a substance must
evaluate such substance for hazards.

I11. Evaluation and Communication of
Hazards—Duties of Manufacturers and
Importers

(i) Evaluation of substances and
mixtures for hazards. _

(1) Each manufacturer and importer of
a-substance covered by this standard
shall.determine whether that substance
isto beregulgtéd ay & hazard in
accordance with the requirements of
paragraphs (j)-{1) and the procedures set

" forth in Appendices A and B.

(2) The manufacturer or importer of a
mixture shall determine that it poses the
hazards of its constituent substances ifr

(i) The mixture contains a constituent
substance in an amount of at least 0.1%
(by weight) which is determined to be a
carcinogen, unless the mixture as a
whole is determined not to be a
carcinogen {Appendices A and B); or

{ii) Any of the constituent substances
of the mixture in an amount of at least
1:0% (by weight) meets the definition for
one ar.1nore.Category A or Category B
hazards, and the mixture as a whole
cannout be evaluated for that Category A
or B hazard because of a lack of
adequate information about the
mixture’s effects. i

(3) If there is adequate information
(Appendix A} to evaluate a mixture for a
particular Category A or Category B
hazard, the mixture shall be determined

“to be hazardous if, evaluated as a

whole, it meets the definition of such a
hazard. In such case, its constituent
substances need not be evaluated for
the same hazards.

Note.—For purposes of paragraphs {2} and
(3). “adequate information” means studies or
data which meet the requirements of :
Appendices A and B.

(4) Where a hazard can be traced to a
general chemical structure (i.e, a
chemical family), but not to a particular
substance, the most specific chemical
structure to which the hazard can be
traced, and which the mixure contains
in an amount of at least 1.0% (by
weight), shail be treated for purposes of
this standard as a substance.

. (j) Categories of hazards.

An importer or manufacturer shall
determine hazardous properties of
substances and mixtures under two
distinct sets of criteria and procedures.
To reflect this fact, hazardous properties

have been grouped in two categories,
“Category A" (physical hazards) and
“Category B” (health hazards) according
to the hazard determination criteria and
procedures by which they are governed.
The hazards in each category are set out

~ under the definition of “hazardous,”

under paragraph {g«)(22).:

(k) Determinatior of Category A
hazards.

A Category A hazard exists if:

(1) The substance or mixture
possesses the physical or chemical
properties specified in the definition for
any Category A hazard as determined
by the procedure set out in Appendix A:
and :

{2) The substance or mixture is
present in the workplace under normal
or emergency working conditions in the
physical state and chemical form in
which its hazardous properties were
ascertained.

{1} Determination of Category 8
hazards. .

A Category B hazard exists if:

{1) A substance meets the definition
for any listed category B hazard as
demonstrated by the procedures set put
in Appendices A and B; and

(2) The substance or mixture is
present in the workplace under normal
or emergency working conditions in the
chemical form in which its hazardous
properties were asrertained.

{m) Maintencrice of hazard evaluation
files. :

Each importer or manufacturer must
maintain and make available, for
examination and copying (see paragraph
(dd)). a separate hazard evaluation fil¢
for each substance and mixture in the
workplace. Each file shall contsin all
publicly unavailable documents, and a
list of all publicly avaiiable documents
and their sources, submitted to or in the
possession of the importer or
manufacturer concerning the substance
or mixture relevant to the hazard
determination process.

(n} Deletion from hazard evaluation
files of trade secret information.

{1) An importer or manufacturer may
delete from any publicly unavailable
document produced for an employee,
former empioyee, or ceriified or
recognized collective bargaining agent,
trade secret informaticn which discloses
manufacturing prozesses, or which
discloses the percentage of a substance
in a mixture.

(2) An importer cr manufocturer may
also delete from any publicly
unavailable document produced for an
employee, former employee, designated
representative, or coilective bargaining
agent, trade secret information which
discloses the chemical name of CAS
number of a substance or a mixture:
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(i) Where the importer or
manufacturer has determined that the
substance or mixture to which such
document pertains is not hazardous; or

(ii) Where the importer or
manufacturer has not yet determined
whether such substance or mixture is  °
hazardous; or '

(iii) Where the substance or mixture is
used solely in research as described in
paragraph (f).

(3) Information which an importer or
manufacturer is required to disclose to -
any agency of the federal government,
or to any state or subdivision of a state,
and which is available to compstitors cr
the public witliout compensation to {lie
provider of the information, sl rot tre
considered “publicly unavailable”
information entitled to trade secret
status,

(o) Information to accompany
shipments. ‘

(1) No shipment of a hazardous
substance may be sent by a
manufacturer or importer to an
industrial user or supplier, unless each
container is labeled with the following
information:

{i} The common name of the
substance;

{ii) The CAS number of the substance;
and

{iii) The appropriate hazard warning,
label prescribed by Appendix C.

{2) No shipment of a regulated mixiure
may be sent by a manufacturer or
importer to an industrial user or

_supplier, unless each container is

labeled with the following informatien:

(i) The common name of the mixture;

(ii) The CAS nuinbers and commen
names of all hazardous constituent
substances in a mixture listed in order
of relative concentration, by CAS .
number, with the substance of greatest
concentration being listed first; and

(iii) The apprepriate hazard warning
label prescribed by Appendix C.

(3) The chemica! names of substances
and constituent substances of mixtures
may either be placed on labels prejrared
for shipment, or may be forwarded, with
approgpriate cross references to comumon
names and CAS numbers, in a separate
listing accompanying the shipment.

(4) No shipment of a substance or
mixture determired not to be hazardous
may be sent by a manufacturer or
importer to ar incustrial veer or supplier
without a written statement that the
substance or mixture has been
evaluated in compliance with this
standard and {ound not to mect the
critiera for a hazard as defined by this
standard. Any industrial user or supplier
who receives such a statement must
forward it with any shipment of such

substance or mixture to any other
industrial user or supplier.

(5) A supplier who receives a
shipment from an importer or
manufacturer accompanied by the
informaticn described in this paragraph
shall carry forward such information in
eny further shipment using either the
labeling or separate listing format.

(6} Each importer, manufacturer, or
supplier shall supply with the first
shipmetn of a hazardous subsiance or a

-hazardous mixture to any workplace of

any industrial user or supplier, one copy
of any available material safety data
sheet concerning.such substance or
mixture.

(7) Fach: printing-ofa-mraderial safety- -
data sheet mpst reflcet the most current
periinent information in possession of
the importer or manufacturer who
supplies it.

{8) An importer or manufacturer who
does not know the contemplated use or
ultimate destination of a shipment shall
forward information as required by this
paragraph with the shipment.

{9) A shipment of a hazzrdous
substance or mixture by an imxporter or
manufacturer shall not be subject to the
labeling requirements of this paragraph
if another OSHA standard Las specific

. labeling requirements affecting the

subatance or.mixture different from
ihase of this paragraph. In such cases,
an imparter or manufacturer shall label
in accordance with the-requirements of
the specific standard and shall assure
that the label remains affixed to the
container when sent to an industrial
user or supplier.

(10} A hazardous substance or mixture
which has been finally processed to a
solid state, whether originally a solid,
liquid or gas, and is inert and not
susceptible to decomposition in any
workplace, shall be subject only to the
requireniants of paragraph {0)(4).

IV. Woikplace Requirements

{(p) Responsibility to determine
hazards—industrial users and suppliers.

An industrial user or supplier
receiving a snipment may rely upen the
determination by a manufacturer or
importer that a hazard does or does not
exist as required to be forwarded by
paragraph (o} with shipments of
substances and mixiures. However, an
industria! user who has actual
krowledge of hazards posed by a
substance or mixture generally, or as
used in the workplace, which has not
been communicated to the industrial
user by the manufacturer or importer,
must convey the information regarding
such hazards, as required by this
standard, to his or her employees.

{(qQ) Workplace labels for hazardous

. substances and mixtures.

(1) Except as provided by paragraph
{u), each manufacturer and industrial

- user shall ensure that each container of

a hazardous substance in the workplace
is labeled with the common name and
CAS number of the substance within.

(2) Each manufacturer and industrial
user shall ensure that each container of
a hazardous mixture in the workplace is
labeled with:

(a) The common name of the mixture.

{b) The cor:mon name(s) and CAS
number(s) of the mixture's hazardous
constituent substances, listing CAS

number(s) first. Constituent hzzardous

substences ghall be listed on the label in
order of relative concentration with the

substanceof highest concentration being

listed first.
{3) Each manufacturer and industrial
user shall ensure that each container of

_a hazardous substance or mixture in the

workplace is labeled with the
appropriate hazard warning label
indicated in Appandix C.

(r) Workplace labels or placards—
piping systems.

(1} The hazardous contents of a piping
system shall be indentified by labels or
placards. Labels or placards shall be
placed at reasonable intervals along the
piping system in places accecsible to

- emplayee view. Labels or placards shall

show the common name, the CAS
number, and the hazard warning for
each hazardous substance and mixture
flowing through the piping systen.

(2) Whenever an employee is assigned
to do maintenance or repair work on a
pipe, the employee must be notified of at
least the common name and the hazard
warnings pertinent to the substance or -
mixture in the pipe.

(s} Hazard warning labels of other
agencies.

(1) Each manufacturer and industrial
user shall ensure that hazard warning
labels affixed to containers of
substances or mixtures to comply with
the regulations of other Federal agencies
are not removed or obscured after
entering the workplace. Such latels
reed not be transferred tc other
workplace containers into which a
substance or mixture is subsequently

_placed.

(2) In additicn to the common names
and CAS nunbiers requirea by
paragraph (q), a manufacturer or
indusirial user may use labels affixed in
accordance with requirements of the
Department of Transportation, 49 CFR
Part 172, and the Environmental
Proiection Agency, 40 CFR Part 152. in
licu of the hazard warnings required by
paragraph (q) and indicated by
Appendix C of the standard.
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(t) Label and placard display
requirements.

(1) A label must be dxsplaved on, or
securely affixed to, the surface of the

- container. For the purposes of this

section, “securely affixed” means that a
label can reasonably be expected to
remain affixed and legible during

foreseeable conditions and the period of

use. If a hazardous substance or mixture
is packaged in a container that has a
separate inner liner, the hazard warning
label must be securely-affixed-to-the-
outer surface of the container and not to
the inner liner.

(2) A label or placard mugt.be
prominently displayed: Pfominemt”
display shall be achirvedby theusseis

- distinct typography-and colors that

contrast sharply with the background,
and in the uee of suitable size, design,
and placement. In addition, any label
which is affixed to comply with this
standard shall contain a statement to
that effect.

(3) A labe! or placard must be clearly

“legible to a person with normal vision. A

label or placard must not be obscured
by any other marking on the container
{such as advertising) that could
substantially reduce its legibility.

(4) All required label or placard text
must be printed in English, and may be
printed in languages other than Finglish
as well,

{5) A label or placard may include
additional hazard warning information
not required by this section, provided
that the additional information.does not
contradict or detract from the required
information. Terms such as “safe,” “non-
toxic,” or “harmless” shall not appear
on the label or placard.

{6) Chemical identification and hazard
warning components may be included
on a single label or appear on separate
labels.

(7) A manufacturer or industrial user
who refills a labeled container of a
hazardous substance or mixture must
remove or mask the hazard warning
label before refilling the container with
another substance or mixture.

{8) A manufacturer or industrial user
need not change labels or placards to
reflect every stage of a continuous
reaction or every change in the contents
of a container or pipe, provided the
manufacturer or industrial user adopts

any alternative system or format which: -

(i) Utilizes iabels and placards;

{ii) Accurately conveys the same
information as would changing
individual labels or placards
contemporaneously with changing the
contents of the container or pipe;

(iii) Is immediately accessible to
employees nearby; and

{iv) Assures that all employees
assigned to work on pipes or their
attachments, labeled or placarded under
this paragraph, are informed at all times
cof the chemical identity and hazard
warnings appropriate to the contents of
such pipes or containers.

{v) Exceptions from workplace
labeling cnd placarding requirements of
this secticn.

A manufacturer or industrial user
need not label workplace containers as
required.by-paragraph (q) or use
placards as provided for in paragraph (r)
if: - -
{1) The contaiger is five gallons (19.0
liters) ar-iessinvelume, issused to
trensiernazsardoasenbstances-or
L:anardous-mixtures irom labeled
containers, and is intended only for use
in the work area where the transfer
OCQurs; or

{2) Another OSHA standard has
specific labeling or placarding
requirements affecting a substance or
mixture which are different from those
of paragraph (q), in which case the
manufacturer or industrial user shall
label or placard in accordance with the
requirements of the specific standard; or

(3) The hazardous substance or
mixture, whether originally a solid,
liquid or gas, has finally been processed
to a solid state and is inert and not
suseomihde terdecompusition in the
workplace.’

(v) Labeling duties of other
employers.

Each employer who is not a

-manufacturer, importer, industrial user’

or supplier, and who receives a
container labeled in compliance with
this section, shall not remove or obscure
the label unless and until the container
is actually put up for retail sale.

{w) Label reference service.

(1) Upon completion of the hazard
determination for a substance a
manufacturer or importer of such
substance shall forward to the Assistant
Secretary within 60 days of such
determination either:

(i} Notice that the chemical substance
has been evaluated and determined not
lo meet the criteria for a hazard as
defined by this standard; or

(ii) Notice that the substance is
hazardous. _

{2) Each notice shall include the
common name, the chemical name, and
the CAS number of the substance in
question, ..

{3) The notice for a hazardous
substance must also include all hazard
warning information required by this
standard to appear upon the contamer

label.

(4) The Assistant Secretary will
maintain a registry of the information

required to be reported under this
paragraph.

{5) Any manufacturer or importer may
have access to the notices submitted for
any substance appearing in the registry.
The manufacturer or importer requesting
this information must identify a
substance by either its chemical name
ot its CAS number. OSHA will not ~
release any informxtion concerning the
common name ot irad» nauie of any
substance, or the identity of any
manufacturer or irsporter-of a substance.

(6) Information obtained from the
registry may be relied upon to comply
with the hazard determination and
haxard warning requirements of this
standard. Users of the registry are,
however-under-a gontinuing obligation
to ensure that hazard determinations
and hazard warnings are up to date.

{7) OSHA will charge uscrs of the
registry a reasonable fee reflecting the
cost to OSHA of providing the requeqted
information.

V. Updating Hazard Tafoymation and
Hazard Determinations

(x) Duty to update—importers and
manufacturers.

(1) Whenever an importer or
manufacturer acquires private or public
information:

{a} Concerning new hazards a
hazardous substance or mixture has
been found to pose;

{b) Concerning additional information
about the hazards such substance or
mixture has been-found to pose; or
* {c) Indicating that a substance or -
mixture previously deternined to pose a
hazard does not pose such hazard, the
hazard determination for such substance
or mixture and the information pertinent
to it shall be updated accordingly.

(2) The procedures governing the
determination of hazards under

~ paragraphs (i)-{1) and Appendices A

and B shall govern the dctermination of
new hazards under this paragraph.
{y) Duty to update—industrial users.
Whenever an industrial user has
actual knowledge, contrary to the

“information previously received with the

shipment of a substance or mixture, that
the substance or mixture is hazardous,
or poses hazards addilional to those of
which he or she was informed, the
industrial user shall revise the hazard
determination for use in the workplace.
An industrial user need not forward the
revised determination, or the
information underlying it, however,
unless the information underlying the
revised determination was actually
generated by the industrial vser.

Likewise, where an industrial user

discovers new irdormation about the
hazards of a currently hazardous
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substance or mixture, such information
need to be forwarded only if actually
yenerated by the industrial user.

(z) Communication of updated hazard
Jeterminaticns and information.

(1) Updated hazard determinations
and hazard information generated or
veceived by an importer or manufacturer
shall be distributed promptly as follows:

(i) To each incdustrial user, or supplier,
tv whom the immpoiter or manufacturer
has supplied the substance or mixture to
which the updated determinaticn or
information refers within the lesser of:

{A) The period from the effective date
of this standard {see paragraph (kk)} to
the date the updated determination was
made or the updated information was
acquired; or

(B) The 24 month period immediately .
preceding the date the updated
determination was made or acquired.

{2) Updated determinations and
information generated by an industrial
user shall be distributed prompt!y to the
importer, manufacturer, or supplier who
last supplied the substance or mixture to
the industrial user.

(3} A supplier who receives an
updated determination or updated
information shall distribute it to the last
manufacturer or importer who supplied -
the substance or mixture to the supplier.
In addition such determinations end.
information shall be disiributed
promptly to each industrial vser and’
supplier of #n industrial user to whom
the supplier has supplied the substance
or mixture to which the updated
determination or information refers
within the lesser of:

(i) The period from the effective date
of this section (see paragraph (kk)) to
the date the updated determination was
made or the updated information was
acquired; or .

- (ii) The 24 month period immediately
preceding the date the updated
determination was made or the updated
information was acquired.

(aa) Duties upon receipt of updeted
informaticn.

(1) Eack manufacturer and industrial
user shall premptly make updated
hazard information available with all
relevant masterial safiety data sheets.

2) Each importer, manufacturer,
industrial user, or supplier shall
promptly revise relevant labels and
information to accompany shipnients to
. reflect accurately updated hazard

determinations.

VI. Recordkeeping and Access
Keguirements.

{bb) Records preservation,

(1) Each manfacturer and industrial
vser shall preserve a copy of a material
safety data sheet (if any) until it is

replaced by a more recent copy or until

the hazardous substance or mixture to
which it pertains is no longer present in
the workplace.

-(2) Each importer and manufacturer -
ghall preserve the hazard evaulation
files required by paragraph (m) for three
years. .

{3) Each manufacturer and industrial
user shall prezerve the statement thata .
substance or mixture has been
evaluated and determined not to meet
the criteria for a hazard as defined by
this standard unless and until the -
substance or mixture to which it applies
is determined to be hazardous or the -
substdnce or mixture is no longer

" present in the workplace.

{cc) Access to records.

Within 48 hours cf a request for any
hazardous substance or mixture in a
work area, each manufacturer or
industrial user shall supply a copy of
any available material safety data sheet,
and the chemical name of any
hazardous substance or constituent
hazardous substance of a mixture,
sppropriately cross-referenced to the
common name and CAS number, in
writing to: ;

(1} Any employee essigned to, -
formerly assigned te, or about to be
assigned to that work area.

(2) Any former amployee who was
assigned to that work area.

(3) The designated representative of
any such employee or former employee.

{4) The recoanized or certified
bargaining representative for any
employee in the workplace.

(5) The Assistant Secretary.

(6) The Director.

(dd) Access to hazard evaluation files.

(1) Within 7 calendar days of a
request, each importer or manufacturer
shall make available for examination
and copying all publicly unavailable
reports, studies, or other documents
used, or being used, to assess whether a
substance or mixture is hazardous by
this standard, or to develop material
safety data sheets or hazard warnings.
Such materials shall be made available
te the same persons specified in
paragraph {cc).

(2} VWiere reporis, studies, or other
documents used, or being used, by the
importer or manufacturer for such
purposes are publicly available, the
importer or manufacturer may, within
the same time limits, provide a list of
each document source, for examination
and copying, instead of the reports,
studies, or other documents themselves.

{ee) Transfer of records.

(1) Whenever an importer,
manufacturer or industrial user crases
to do business, he cr she shall transfer
all records subject to this standard to

his or her successor. The successor shall
receive and maintain these records.

(2) Whenever an importer.
manufacturer or industrial uscr ceeases

to-do business and there is no successor .

to receive and maintain the records
subject to this standard, the importer,

. manufacturer, or industrial user shall

notify present or former affected
employees who leave the employer’s
empioyvment after this standard becomes
effective of their righ!s of access to
records. Notificaticn shall be given at
least three (3) months prior to d:sposal
of such records. Former employees shall
be considered notified if written
notification has been sent to their last
known address with a request to
forward such natification.

(3) Whenever an importer or
manufacturer ceases to do business and
there is no successor to receive and
maintain records, or whenever an
importer or manufacturer intends to
dispose of any hazard evaluation [iles,
the importer or manufacturer shall:

(3) Notify the Director in writing of the
impending disposal.of records at least
three (3) months prior to the disposal of
the records. Upon request by the
Director, the importer or manufacturer
shall transfer such records to NICSI; or

(if) Transfer the records to the
Director if so required by a specific
occupational safety and health
standard.

() Duty of @ manufecturer or .
industrial user to inform employee of
right of access. ,

A manufacturer or-industrial user
shall inform his or her employces of
their rights of access to information
under the standard. A manufacturer or
industrial user may comply with this
requirement using any reasonable
format, except that: -

(1) The information on access required
by this paragraph shall be permanently
displayed in an area readily observable
to employees in each work area, and

{2) The display format shall contain
the words “Worker's Right to Know" in
conspicious lettering.

VIl Definitions.

{g2) Defin:tions.
(1) The following terms shall have the

. meaning contained in the Federal Food,

Drug and Cosmetic Act, 21 U.S.C. 321 e¢
seq., and the regulations issued under
that Act: “foed,” “cosmetic,” “drus,”
“food additive,” “prior s.nictinied lood
additive," “food ingiedicnt ornerally
recegnized as safe,” and “celor
additive.” :

(2) “Access” means the right and
opportunity to examine -and copy.

(3) “Assistant Secretary” means the
Assistant Secretary of Labor for
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Occupational Safety and Health, U.S.
Department of Labor, or designee.

{4) “By-product” means a substance or
mixture produced without separate
commercial intent during the
manufacture or processing of another
substance(s) or mixture(s). A “by-
product" is covered by this rule whether *
or not it is volatile.

(5) “Carcinogen” means a substance

- or mixture which meets the definition of
- & Potential Occupational Carcinogen as

specified in 29 CFR 1990.103 and
qualified in 29 CFR 1990.143-.144, (45
Fed. Reg. 5282, et seq., January 22, 1980}
or is identified in a previous -
Occupational Safety and Health
Administration reégulation as a
carcinogen {29 C.F.R. Part 1910, Subpart
Z).

(6) “CAS number” means the unique
identification number assigned by the
Chemical Abstracts Service to
substances.

{7} “Chemical ldennty“ means the
“CAS number” or the “chemical name”
of a substance,

(8) ""Chemical name" is the scientific
designation of a substance in
accordance with the nomenclature
system developed by the International
Union of Pure and Applied Chemistry
(TUPAC) or thie Chemical Abstracis
Service (CAS]) rules of nomenclature.

{8} “Combustible liquid" means any
liquid having a flash point at or above
100°F (37.8°C) but below 200°F {93.3°C}),
except that this term does not include
any liquid mixture having one or more
components with a fiash point at or
above 200°F {93.3°C) which together
make up 99 percent or more of the total
volume. {For test method, see definition
of “flash point™).

(10) “Common name” means any
- designation or identification such as

code name, code number, trade name,

- brand name or generic name used by an

industrial user to identify a substance or
mixture oiher than by its chemical
name. P
(11) “Compressed gas” means:
(i) A gas or mixture of gases having in
a container an absolute pressure
exceading 40 nounds per square inch at

- 76°F (21.1°C); or

{ii} A gas or mixture of gases having in
a container an abso'ule pressure
exceeding 104 pounds per square inci at
130°F (54.4°C), regardlzss of the pressure
at 70°F (21.1°C).

(iii}) A flammable liquid havmo a
vapor pressure exceeding 40 ponr‘ds per
square inch absolute pressure at 100°F
(37.8°C), as determined by the Anerican
Standard Method of Test for Vapor
Pressure of Petroleum Products {Keid
Method), Z11:44-1973 (ASTM D 323-72),

{iv) The contents of a self-pressurized
container.

{12) “Container” means any bag,
barre), bottle, box, can, cylinder, drum,
stationary storage tank, pipe, pump, - .
reaction vessel, stack, oven or the like
that contains a substance or mixture
and those inner surface is in direct
contact with the substance or mixture.
“Container” does not include a
container with total contents of less
than 500 milliliters {1.657 pints) in
volume or less than 500 grams (1,102
pounds) in weight.”

(13) “Corrosive material” means a
substance or mixture which causes
visible destruction of, or irreversible
alterations in, living tissue by chemical
action at the site of contact. A material
is considered corrosive if, when tested
on the intact skin of the albino rabbit by
the method described by the U.S.
Department of Transportation in
Appendix A to 49 CFR Pari 173 (Oct. 1,
1979), it destroys or changes irreversibly
the structure of the tissue at the site of
contact following an exposure period of
no more than four hours.

(14) "Designated representative”
means any individual or organization to
whom an employee or former employee
gives written authorization to exercise
such employee's rights under this
standard.

(15) “Director” meaus the Director,
National Institute fer Occupational
Safety and Health, U.S. Department of
Health end Human Services, or
designee. . .

(16) “Emergency” means any
occurrence such as, but not limited to,
equipment falure, repture of containers,
or failure of control eguizment which
may or does result in an uncontrolled
release of a hazardous substance or
hazardnus mixture into the workplace.

(17) “Employer” means one or more
individuals, partnerships, associations,
corporations, business trusts, legal
representatives, or any cruznized group
of persons engaged in & business
affecting comirerce wiio have
employess. Tha tarm persun does not
includo the U S
political st ubdivision of a state.

(18) “Explosive material” means a
substance or mixture that causes a
sudden, almos! instantanzous release of
pressure, gas, and heat when subjected
1o sudden shotk, pressure, or high
temperature,

(19) “Extremely flammable liquid”

means.a liquid having a flash point at or

below 20°F {~8.7°C) (For test method
see definition of “Flash peint”)

(20) "Flammable” material means a
substance or mixture that falls into one
of the following categories:

#tes or any state or

(i) “Flammable aerosol.” A substance .
or mixture dispensed from its container
as a mist, spray, or foem by a propeltant
under pressure which, when tested by
the method described in 18 CFR 1500.45
(Jan. 1, 1979), projects a flame longer
than 18 inches when the valve is fully
open or a flashback (a flame extending
back to the valve) at any valve opening;

(ii) “Flammable gas.” A gas which at
atmospheric temperature and pressure,
forms a flammable mixtare with air
when present at a concentration of 13
percent or less by volume, or the
flammable range with air is wider than
12 percent regardless of the lower limit;

(iii) “Flammable liguid.” A liquid thet
has a flash point abeve 20°F (—-6.7°C)
but below 100°F (37.8°C), except that
this term does not include any liquid
mixture having one or more components
with a flash poiat at or above 100°F
(37.8°C) which together make up 89
parcent or more of its total volume (for
test method, see definition of “Flash
point”);

{iv) “Flammable solid.” A solid, other
than an explosive that can cause fire
through friction, absorption of moisture,
spontaneous chemical change, or
retained heat from manufacturing or
processing, or that can be readily ignited
and, when ignited, continues to burn
vigorously and persisteutly after
removal of the source of ignition. A
material is considered a flammable solid
if, when tested by the method described
in 16 CFR 1500.44 (Jan. 1, 1979), it ignites
and burns with a self-sustained fiame at
a rate greater than one-terith of un inch
per second along its major axis.

(21) “Flash point” mear.s the minimum
temperature at which a liquid gives off a
vapor in sufficient concentration to
ignite when tested as follows:

(i) Tagliabue Closed Tester {See
American National Standard Mcthod of
Test for Flash Point by Tag Closed
Tester, Z211.24-1879 (ASTM D 26-73))—
for liquids with a viscosity of less than
45 Sayholt Universal Seconds [SU.‘»‘] at
100°F (37.8°C), that do not cont
suspended solids and o not h<,h 2
tendency to form a surfoce flimnlar

test; or

(ii) Pensky-Marters Closed Tester {see
Amerxban National ‘%’a:*.c]mrd AMathod of

"est for Flash Point hy v s
ClL"Hu tester, A_ll RS 1
79)j—for liquids with & visoositv e J)]
to or greater thun ESRISAER SR ING
(37.8°C), or that conlain ';uspendpd
solids, or that have a tendency to form a
surface film under test; or

(iii) Setaflash Closed Tester {sece
American National Sterdar 1N thod of

Test for Flash Point by Sctafiash Closed
Tester (ASTM D 3278-78)).
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Note.—For mixtures, if the result of any
test method described in paragraphs (i}-(iii)
is above 100°F (37.8°C), evaporate a fresh
sample to 80 percent of the original volume
and retest. The lower of the two values shall
be taken as the flash point.

(22) "Hazardous" substance or -
mixture means a substance or mixture
which meets the definiticn for one or
more of the terms in the two fullowing
groups of hazards:

Category A Hazards

(i) A corrosive material;

{ii} An explosive material;

(iii) An extremely flammable liquid;
(iv) A flammable material;

{v) A combustible liquid;

(vi) A pyrophoric material;

(vii) A strong oxidizer;

(viii) A reactive material;

(ix) A compressed gas;

Category B Hozards

(x) A highly toxic material;
{xi) A toxic material;
 {xii) An irritant;

(xiii) A sensitizer;

(xiv) A carcinogen;

(xv) A reproductive toxin;

{xvi) A material that has acutely
endangered the life of a workar of sither

‘sex, whether normal or medically

disabled, or has caused death from
exposure via the respiratory tract
{(excluding asphyxiation), skin or mouth
except that substances or mixtures shall
not be placed in this category if
available data permit their classification
as “highly toxic” or “toxig"; or:

(xvii} A material that causes the
immediate or delayed cnset of other
acute, subacute or chronic adverse
health effects in humans of either sex,
normal or medically disabled, or
experimental or domestic animals, if
animal models of these human health
effects are available.

Note.—Category B hazard (xvii) includes
the immediate or delayed onset of acute,
subacute or chronic dimunition in mental
alertness or behavior alterations in humans
of either sex, normal or redizally disabled,
or in experimental or domestic mammals if
enimal models of these human health effects
are available.

(23) “Highly Toxic material” means a
substance or mixture that kills within 14
days:

(i) At least half of a group of 10 or
more albino rats weighing between 200
and 300 grams each, when administered
orally at a single dose of 50 milligrams
or less per kilogram of body weight
{LD50); or '

(ii) Atleast half of a group of 10 or
more albino rabbits weighing between 2

. and 3 kilograms each, tested at a dosage

of 200 milligrams or less per kilogram of

body weight, when administered by
continuous contact with the bare gkin
for 24 hours (LD50); or

(ii) At least half of a group of 10 or
more albino rats weighing between 200
and 300 grams each, tested at a
concentration in air of 200 parts per

" million or less by volume of gas or

vapor, or 2 milligrams or less per liter of
mist, fume, or dust when administered
by continuous inhalation at a steady
concentration for one hour or for four
hours when there is difficulty
maintaining a steady concentration
(LCs50).

(24) “Impurity” means a substance

* which {s unintentionally present with

another substance or mixture.

(25) “Intermediate” means any
substance which is present during the
manufacture of other substances or
mixtures and which either (1) is.
consumed in whole or in part in the
course of manufacturing the other
substances or mixtures or (2} is .-

" intentionally present for the purpose of ~

altering the rate of such chemical
reaction(s) (this latter category includes
“catalysts").

{26) “Irritant” means-a substance or
mixture, not a corrosive, which on
immediate, prolonged or repeated
contact with living human or
mammalian tissue induces the
immediate or delayed onset of an acute,
subacute or chronic local inflammatory
response in the skin, eyes, or mucous
membranes by chemical action. A
substance or mixture is considered a
skin irritant if it receives a score of five
or more when tested by the method
described in 16 CFR 1500.41 (Jan. 1,
1979). A substance or mixture is
considered an eye irritant if a positive
result is obtained when tested by the
method described in 16 CFR 1500.42
(Jan. 1, 1979).

(27) “Label” means written, printed, or
graphic matter displayed on or affixed
to the containers of a substance or
mixture,

(28) “Lableled container” means a
container bearing hazard warning and
content labels in accordance with the
requirements of the section.

(29) “Material safety data sheet"
means any safety data sheet or
technical bulletin which contains
information regarding the physical,
chemical, and hazardous properties of a
substance or mixture, e.g., OSHA Form
20. .

(30) “Mixture” means any
combination of two or more substances
if the combination does not occur in
nature and is not, in whole or in part,
the result of a chemical reaction; except
that such term does include any
combination which occurs, in whole or

in part, as a result of a reaction if none
of the substances comprising the
combination is a new chemical
substance and if the combination could
have been manufactured for commercial
purposes without a chemical reaction at

-the time the substances comprising the

combination were combined. .

(31) “Other-adverse health effects™
means diseases, signs, or symploms
which (1) are caused wholly, or in part,
by occupational exposures to a
hazardous material; {2) cccur either
immediately or after a latency period
which may extend into the retircment
period; and (3) for which a reasonably
prudent employee would seek medical
treatment or a job transf{er in order to
mitigate or resolve the “other adverse
health effect,” or {4) which causes loss
of consciousness or vision, restriction of
worker motion, or has been associated
with a reduction in working-life
expectancy or total life expectancy.
Reductions in working-life or total life
expectancy shall be based, directly,
upon standard life table methodologies
or, indirectly, upon relative or
attributable risk methodologies or
preportional mortality studies.

(32) “Pesticide” shall have the
meeaning contained in the Federal

. Insecticide, Fungicide, and Rodenticide

Act (7 U.S.C. 136.6f reg.) und the
regulations under that Act.

(33) “Pipes" means any conduits for
the transport of gases, liquids, semi-
liquids, or fine particulate dust.

(34) “Piping system" means pipes of
any type, including fittings, valves, and
pipe coverings. :

(35) “Pyrophoric material” means a
substance or mixture that will ignite
spontaneously in dry or moist air at or
below 130°F (54.4°C).

{36) “Reactive material” means a
substance or mixture that is able to
undergo a violent, self-accelerating
exothermic chemical reaction with
common materials or by itself and
includes a substance ur mixture that
falls within any of the following
catcgories:

{i) “Organic peroxide.” An organic
compound that contains the bivalent
—0-—0— structure and which may be
considered a structural derivative of
hydrogen peroxide, in which one or both
of the hydrogen atoms has been
replaced by an organic radical.

(ii) “Pressure-generating material.” A
substance or mixture which may
spontaneously polymerize, with an
increase in pressure, unless protected by
the addition of an inhibitor, or by
refrigeration or other thermal control; or
which may decompose to release gas in
its container.
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(iii) “Water-reactive material.” A
substance or mixture that reacts with
water to release heat or a gas which is
hazardous.

(37) “Reproductive toxin"” means a
substance or mixture which causes fetal
wastage or undergrowth, malformation,
growth retardation, or functional
discrders in the products of mammalian
conception, or prematurity or
diminished fertility in mammals. For the
purposes of regulation, it is immaterial
whether a specific locus of action has
been identified, assignment to this

category being based upen the
enumerated end-results.

{38) “Sencitizer” means a substance or
mixture that causes humans of either
sex, normal or medically disabled, or
other mammals to develop either a
hypersensitive allergic reaction
involving normal tissue upon
reapplication of the substance or
mixture, or a photodynamic reaction.
The hypersensitive reaction may be of
the anaphylactic, immediate, delayed or
fixed type, and may be of acute,
subacute or chronic duration.

(39) “Strong oxidizer” means a
substance or mixture that initiates or
promotes combustion in other materials,
thereby causing fire either of itself or
through the release of oxygen or other
gases,

(40) “Substance” means any organic
or inorganic entity of a particular
molecular identity, including any
combination of such substances
occurring in whole or in part as a result
of a chemical reaction, or occurring in
nature, and any chemical element or
uncombined radical, except mixtures
For purposes of this section, a “UVCB”
shall be treated as a chemical
substance.

(41) "Toxic material” means a
substance or mixture that kills within 14
days:

(a) At least half of a group of 10 or
more albino rats weighing between 200
and 300 grams each, when adm’nistered
orally at a single dose or more than 56
milligrams but not more than 500
milligrams per kilogram or body weight
{LD 50); or

(b) At ieast half of a group of 10 or
more albino rabbits weighing between 2
and 3 kilograms each tested at a dosage
of more than 200 milligrams but not
more than 1,000 milligrams per kilogram
of body weight, when administered by
continuous contact with the bare skin
for 24 hours (LD 50); or

{c) At least half of a group of 10 'or
more albino rats weighing between 200
and 300 grams each tested at a
concentration in air of more than 200
parts per million but not more than 2,000
parts per million by volume of gas or

vapor, or more than 2 milligrams but not

more than 29 milligrars per liter of mist,
fume, or dust when administered by
continuous inhalation: at a steady
concentration for one hour or for four
hours when there is difficulty .
maintaining a steady concentration (LC

{42) “UVCB"” means a substance or
mixture listed in the Toxic Substances
Control Act Inventory which is of
unknown or variable compesition, a
complex reaction product or biological
material and which has been assigned a
CAS number.

{43) “Work area™ means a room or
defined space in a room or open area
where substances or mixtures are
manufactured, handled, used, reacted,
processed, packaged or repackaged, or
transported and where employees.are .
present. For the purposes of this section,
each importer, manufacturer, industrial
user or supplier shall designate a work
area for each employee if no such
designation now exists.

- (a4) “Workpiace"” means an
establishment at one geographical
location contammg one or more work
areas.

VHI. Miscellaneous

(hh) Enforcement.

To the extent angd in the manner
allowed by law, and for the purpose of
determining compliance with this
section, employees of OSHA, designated
by OSHA, may enter the premises of
any importer, manufacturer, industrial
user, or supplier to take or require
samples of the contents of any
container. Pursuant to inspections to
determine compliance with this section,
the importer, reenufachuver, industrial
user, or supplier, whose premises are
being inspected shall supply to any
investigating OSHA emplcyee, upon
request, copies of any existing
inventories of the substances and
mixtures on the premises. These
enforcement pewers ere in addition to
OSHA'’s other enforcement powers
which are not specified in this section.

{§esi Cv)f’pu':mca dates,

13{i) Each manufacturer or importer
of a substance or mixture who has two
hundred and fifty cr more emplo; ees
shall comply with the provisions of this
section as they apply to such substance
or mixture within the following time
frame:

(A) Regarding a substance, within one
year of the effective date of this
standard;

3B) Regarding a mixture, within two
vears of ihe elfective date of this
standard. :

(ii) Each manufacturer or importer of a
substance or mixture who has fewer

than two hundred and fifty employecs
shall comply with the provisions of this
section as they apply to such substance
or mixture within the following time
frame:

{A) Regarding a substance, within
fifteen months of the effective date of
this standard;

(B) Regarding a mixture, within
twenty-seven months of the effective
date of this standard.

(2) Each industrial user and supplier
shall comply with the provisions of this
section within the following time frame:

(i) Regarding a substance, within two
years of the effectxve date of this
standard;

(ii) Regarding a mixture, within three
years of the effective date of this
standard.

(ij) Appendices. The Appendices
following this standard are mandatory
unless otherwise stated.

(kk) Effective dates.

Appendix A~-Hazard Determination
Procedures

General

(1) A manufacturer or importer must
evaluate each substance and mixture
specified by paragraphs {d) and () of
the standard for each of the Crtegory A
and Category B ham"d‘; listed in
paragraph (92)(22).of e standard.
Appendix A describes the maierials a
manufacturer or importer must review,
and the evaluative procedures a
manufacturer or importer must follow, to
determine whether a substanca or
mixture poses a particular Catnzory A
hazard. Appendix A also describes the
materials a manufacturer cr importer
must review in considering whether a
substance or mixture poses a particular
Category B hazard. Generelly, however,
materials must be evaluated under the
procedures and criteria of Aprendix B
{o determine whether a particular
Category B hazard exists.

(2) Unless a manufacturer o1 importer
has hazard data or studies concerning a
mixture as a whole and meetivg the
evaluntive criteria of these An
a mixtere shall be deerod to poro the
hazards of its hazardous conctituent
substances. For any particuior hazard,
available data and studies concerning a
mixture as a whole meeting thase

vdiaes,

_criteria shell tuke precedence over

corflicting data and studics conceraing
the constituent subsiances of the
mixture,

{3) Hazard determinations may be
undertaken individually or joindy by
any group of manufactvrers and
importers.

(b} Category A Hazard
determinations.
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{1) To determine whether a substance
or mixture posss 3 particular Categery
A hazard, a manufacturer or importer
shall utilize the followirg materials:

(i) Any relevant data or statements
contained in the National Library of

Medicine's Toxicology Data Bank (TDB)
file for a substance, or if there is no
relevant information in the TDB, then
any relevant information contained in a
representative selection of standard
reference works and documents
published by the National Institute for
Occupational Safety and Health.

{A) Standard reference works are
textbooks and handbooks listed in the
most recent compilation of “Sources

rin three |
i3

ies
Ty
ualory

alion i

Used to Prepare Toxicology Data Bank
(T3} Records™ developed by the expert
Naticnal Institutes of Health scientific

: peer review group responsible for

evaluating information on TDB
substances. A s-lection of standard
reference works shall be considered
representative if the selected references
reflect all applicable techniques for
measuring the Category A hazard being

-evaluated. Where more than one editicn

of a textbook or handbook is listed, the
latest edition which discusses the
hazard shall be used.

(B) Wheie a substance is not listed in
TDB, the following NIOSH documents
shall be reviewed: Criteria Documents;
Special Hazard Reviews; Occupaticnal
Hazard Assessmenis; or Current
Intelligence Bulletins.

For further information, contact:
Publications Dissemination, DTS,
National Institute for Occupational
Safety and Health, 4676 Columbia
Parkway, Cincinnati, Ohio 45226.

(if) The manufacturer may also use
any other relevant data in evaluating a
substance or mixture for a Category A

. hazard.

(2) In the event that the data or
statements identified indicate
inconsistient conclusions, e.g.,
categorization as both an extremely
flammable and flammable liquid, the
manufscturer or importer shall classify a
substance or mixture in the greatest
hazard category. Where the |
inconsistency involves the presence or
sbsence of a hazard the manufacturer or
importer shall classify the substance or -
mixture as a hazard.

(3) In evaluating statements or data,
the manufacturer shall exercise sound
scientific judgment. Statements or data
indicating a hazard may be disregarded
if the physical measurements on which
they are based are shown to be
incorrect.

(¢) Category B Hezard
Determinations.

(1) Materials To Be Reviewed. To
determine whether a substance or

mixture poses a particular Cetegory B
hazard, a manufacturer or insporter shall
review statements and data in the TDB.
If the substance is not listed in TDB, the
manufacturer or importer shall review:
sll standard reference works and
relevant NIOSH documents specified in
paragraph (b}(1) of this Appendix. A
determination that a substance or
mixture does not pose a particular
Category B hazard may not be based
upon data or statements discovered
through this initial review. However, a
positive determination that a substance
or mixture pcses a particular Category B
hazard may be based vpon statements
or data discovered through this review,
without further evaluation for that
hazard. If a manufacturer or importer
chooses not to base a positive hazard
determination upon data or statements
in the TD3, standard reference works,
and NIOSH documents then to
determine whether a substance or
mixture poses the pariicular Category B
hazard in question, the manufacturer or
importer shall: -

{i) Review unpublished studies or data
subject to the manufacturer’s or
importer's custody or control, or the
custody or control of the manufacturer’s
or importer’s employees, agents, and
contractors; and

(ii) Conduct a literature search,
including available back files, utilizing
the following four (4) computerized files
or commercial on-line files containing &t
least the equivalent information:
Medline ®, Toxline & Cancerllt R and
RTECS.

For further information on the data
files cited contact: National Library of
Medicine, 8600 Rockville Pike, Bethesda,
Maryland 20209, Telephone: {301) 496-

. 6193.

Data Files: :

Medline ®: This data base contains
references to biomedical journal articles
published in the current, as well as the
two {2) preceding years. Medline * can
also be used to update a search
periodically. Coverage of previous
periods (back to 1986) is provided by
back files. An English abstract, if
available, is frequently included.

Toxline ¥: (Toxicology Infurmation
Online) contains a coliection of

_references published since 1976 together

with eatlier references concerning
mulasens and teratogens. Coverage of
previaue periods (in some cases,
antedating 1535} is provided by
Toxback. Almost all references have
abstracts or indexing terms.

‘Cancerlit® A loipe dota file
concerned with varicus aspects of
cancer, All references have English
abstracts.

RTECS: (Registry of Toxic Effects of
Chemical Substances, formeily the
Toxic Substances List) is a compilation
prepared by the National Institute for
QOccupational Safety and Health
(NIOS{1). There is no back file. RTECS
contains acute and chronic toxicity data.

(2) Search Parameters. The literature
search shall:

Use CAS number, chexmcal name,
generic name, trade name and brand
name to identify the toxicologic and
epidemiclogic literature for the

" substance. Additional search

parameters may be specified by a
manufacturer or importer, &s necessary,
to expedite the search performance.

(3) Search Output. The material

" identified in the literature search shall

be obtained and used for hazard
determinations by the party performing
the evaluation, under the following
conditions:

(i) In the case of material published

-entirely in English (including material

with a foreign language summary), all
such material shall be evaluated.

(ii) In the ase cf material published
entirely in a foreign language (including
material with an English summary), such
material shall be evaluated only if:

(A} The material is available for
review by the manufacturer or importer
es part of the National Library of
Medicine inter-library loan program or
any other inter-library loaa program;
and

(B) An English version of the summary
indicates the possible existence of a
regulated hazard not documerted in the
English literature.

(iii) Notwithstanding paragraphs (1)
and (2), the manufacturer or importer
has actual knowledge of the content of
the foreign language material.

{4) Relevant unpublished studies and
data, and relevant studies or data
disclosed by a literature search, shall be
evalualed as required by Appendix B.

(8) A review of unpublished studies
and data, and a review of the materials
covered by a literature search may not
disclose evidence which mects the
cvaluative criteria of Appendix B
demonstrating whether the substance or
mixture poses the Catagory B hazard in
‘question. In such cases, if the inilial
review of the TDB, or standard
reference works and relevant NIOSH
documents, disclosed or cited to
relevant data or studies, these data or
studies shall be evaluated as required
by Appendix B.

(fl) Updating. Follov mn the initi ’l
evalcrtie el cre gl hane oo inture
for dd Calegocy A and L,‘ LGOI b
hazards, a manufacturer or 1mportcr
shall remain current with the scientific
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literature in a manner generally
atcepted by the scientific community.

Appendix B—-FEvaluation of Scientific
Materials Relating to Categoty B
Hazards

This Appendix describes how
relevant unpublished data and studies
and relevant material disclosed by a
literature search is to be evaluated in
determining whether a substance or
mixture poses a Category B hazard. This
Appendix is applicable both'to
evaluation of evidence concerning
substances and mixtures as a whole.
Substances regulated by 29 CFR Part
1910, Subpart Z are deemed to be
hazardous without the need for an
independent evaluation but must be
evaluated to determine the particular
hazard they pose.

(a) Definitions

(1) “Adequate and well-controlled
study” means a study whose design and
presentation incorporate principles that
have been developed and recognized by
the scientific community as essential to

_ the production of valid scientific

conclusions. A study which incorporates

. the following principles shall be

considered “adequate and well- -
controlled” for the purpose(s) of this
section:

{i) Study subjects (Cases): Smdy
subjects shall constitute a
representative sample from the source
population. In the case of cross-sectional
studies {see paragraph {3)(i) of this
subsection of this Appendix) the study
and comparison population are the
same. This means that:

(1) The extent to which the study
subjects represent the population from
which they are drawn is documented.

(2) Although random selection of
study cases is preferred, a systematic
selection process which minimizes bias
is acceptable.

(3) Selection and exclusion criteria are
documented.

(ii) Comparison subjects (Controls):
Comparison subjects shall constitute a
representative sample from an
appropriate comparison pepulation. The
term “appropriate comparison
population” shall include populations
used in studies utilizing matching
techiques. This means that:

(1) The extent to which the
comparison subjects represent the
population from which they are drawn is
documented.

2} A ‘houg‘v random selection of
comparison cases is preferred, a
systematic selection process which
minimizes bias is acceptable. Where
appropriate, an historical control is
suitable for establishing that a
substance or mixture is hazardous.

{3; The appropriateness of the control
population is addressed. .

{iii) Data Collection. The methods of
data collection shall be lely described.
This means that:

{1) The risk factors, including degree
of exposure, are characterized.

{2) The diagnostic criteria for the
health conditions are indicated.

{3) The steps taken to minimize
abserver bias in data collection-e.g.,
double-blind evaluation techniques, are
documented.

{4) The potential sample biasing effect
of differential response rates in study
and comparison subjects is considered,
where the situation arises.

{iv) Analytic methods. The analytic
methods shall be identified precisely.
This means that: )

{1) Where differential response rates
occur between study and comparison
subjects, the method used to
compensate for this differential is
identified;

{2) Steps taken to identify observer
bias are described;

{3) The use of appropriate methods to
control confounding, e.g., matching or
statistical techniques, such as blocking
or covariance analysis, are-documented;
and

{(4) The various quantitators of
hypothesis iesting, e.g., Type I and Il

-error probabilities and one-tailed versus

two-tailed tests, are specified.

{v) Documentation. The study shall
provide sufficient documentation of
results so as to permit adequate peer
review,

{vi) Animal studies. In the case of
paragraph (gg){22)(xvii) of this
regulation, other acute or chronic
adverse health effects, the animal
effects must be generally accepted as a
model for the indicated human health
effects.

{vii) Regardless of paragraphs {i)}~(vi)
of this definition of “adequate and well
controlled,” a study shall be considered
“adequate and well-controlled” for the
purposes of this section if the study has
been pubhsh'-\d in a peer-reviewed
journal in which the articles are

published entirely in English (except for
a foreign language summary), or the
conclusions of the study have been
substantially endorsed in standard
reference works or NIOSH documents or
material identified in the literature
search (See Appendix A) or in other
published material, by at least one (1)
other inlependent qualified expert.

{2} “Case report” means, for the
purposes of this section, a statistically
uncontrolied report involving two or
more cases which asserts a cause and
effect relationship between exposure to
a substance or mixture and the

subsequent occurrence of adverse
effects. At a mininium, to be acceptable
for further evaluation under this
Appendix, a “‘case report” must
describe, at least qualitatively, the level
and duration of exposure and specify
the diagnostic criteria for the morbid
condition described.

{3) “Epidemiological study” means a
study employing one of the following
sample designs:

(i) “Cross-sectiona) design” in which
an evaluation is made of the differential
prevalence of disease where individuals
are classified by level of exposure and
relevant characteristics and where
?either disease nor exposure is selected

or;

{ii) “Case-control design” in which an
evaluation is'made of the differential
exposure to a substance or mixture for
individuals who are initially selected
according to the presence or absence of
e specific disease or injury and relevant
variables.

(iii) “Cohort design” in which an
evaluation is made of the differential
incidence of disease among two or more
groups, the individuals of which are
classified by level of exposure to a
specific agent and relevant
characteristics, each group being free of
the outcume variable at the outset and
followed over some period of time.

For purposes of this section, the term
“cohort design” shall include
“proportional mortality studies" in
which the percent distribution of causes
of death of a group exposed to a
hazardous material is compared with
that of an appropriate control group.

(4) “Peer-review" journal means a
scientific jourrnal which routinely
distributes articles submitted for
publication to one or more qualified
experts whose judgment as to the
quality of an article, including the

appropriateness of its conclusions, is an,

important determinant in the journal's
decision whether to publish the article.

{5) "Qualified expert" means a person
who, because of his or her educztion,
training, expermnce or a combination of
these factors, is capable of evaluating
and inteipreting data on the hazards
associated with exposure to, cr ¢f
contact with, a substance or mixture.

(6) “Statistically significant" means a
Type Ierror of 0.10 or !
level of 10 percent or less) tur e
particular statistic used for significance
testing. The Type I error level may be
based upon a one-or-two tailed
significance test, at the investigator's
discretion. In uncommon circumstances,
the determination of a probahility level
in a particular study may be informal,
e.g., the uniform occurrence of a tumor

csefe’ wiinagon
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following exposure which would
otherwise be rarely encountered.

(b) Ascertaining Hazardous
Materials. A substance or mixture shall
be classified as a Category B hazard
under paragraph (1) by an importer or
manufacturer, if one or more of the
following reports is found:

(1) A single adequate and well-
controlled epidemiologic study
demonstrates a statistically significant
association between exposure to the
substance or mixture and a covered
hazard, and the conclusion that the
hazard is the result of the exposure, in
whole or in part, is accepted by any
subgroup of experts qualified in
epidemiology, biostatistics, clinical
pharmacology or human genetics; or

(2) A single adequate and well-
controlied laboratory experiment
involving domestic or experimental .
mammals demonstrates a statistically
significant relationship between
exposure to the substance or mixture
and & covered hazard, where the
exposure is through routes of
administration other than cavity
instillation or implantation in any organ
system and the conclusion that the
hazard is the resultof the exposure, in
whole or in pari, is accepted by a
subgroup of experts qualified in
biostatistics, pkarmacology, physielogy,
toxicolity or genetics; or

(3) Case-repurts involving a total of
more than two individuals strongly
suggest the conclusion that there is a
cause and effect relationship, in whole
or in part, between exposure to the
substance or mixture and the
subsequent occurrence of a covered
hazard and the conclusion that such a
relationship exists is accepted by a
subgroup of experts qualified in the
relevant scientific discipline.

{c) Resolving a Material’s Status
Where Data or Analyses Are
Inconsistent. :

In determining whether a substance or
mixture is a Category B hazard, the
following rules of data construction for
evalualting studies shall apply:

(1) When comparing studies of the
same type (human or animal) which
yield conflicting results, the imrortar or
manufacturer shail consider a substan-e
or mixture as hazardous if a subgroup of
qualified experts, considering the
available studies, would conclude that
the substance or mixture is hazardous.
Studies which yield differing estimates
of disease, al} of which are greater than
zero, shall not be censidered in conflicy;

(2} When considering intonsistent
studies of different types (human and
animal}, the importer or manufacturer
shall rely upon human data if the human

data indicate a greater hazard than the
animal data.

(3) The importer or manufacturer may
rely upon human data if such data
indicate a lesser hizzard in humans than
in animals, provided that the group of

- exposed human subjects was large

enough for an increase in hazard -~
incidence or prevalence (whichever
statistic was used in the study) of 25%
sbove that in controls not exposed to
that substance to have been detected
60% of the time and the studies meet the
criteria of subsection {a) of this
Appeadix. However, negative case
reports in humans, i.e,, no hazard cn
exposure, usually wiil not negate
positive animal data.

" {4) Where alternative analytic
statistical techniques produce
inconsistent resuits in terms of
statistical significance, the study shall
be considered to dcmonstrate statistical
significance, provided that the
alternative techniques demonstrating
significance is acceptable to a subgroup
of experts qualified in epidemiologic or
toxicologic study methods.

{5) An importer or manufacturer may.

- conclude that a mixture dos not present

the same hazards as a hazardous

constituent substance, provided that the .

group of animal or human subjacts

‘exposd to the mixture was large enough

so that an increase in hazard incidence
or prevalence equal to that established
for the substance or 25% above that in
unexposed controls, whichever is the
lesser, would have been detected 80% of
the time and the studies meet the
criteria of subsection (a) of this -
Appendix.

(d) Creation of a Rebuttable
Presumption by Expert Opinion, The
determination that a subgroup of
qualified experts accepts the
conclusions of a study may be
evidenced by informal memos,
correspondence, evaluation or reference
to published material such as the
references, handbacks or NIOSH
materiala (See Appendix A). When the
conclusions of a study have been
substantially endorsed by at least one
qualified independent expert, i.e.; an
export not an author of the original
stwly or a collaborator of any of the
authers at the time of the endorsement,
the conclusions of the study shall be
rebuttably presumed to be acceptable to
a subgroup of qualified experts, in the
absence of strong evidence to the
contrary.

(e} Delabeling. A determination by an
importer or manufacturer that a
substance or mixture is hazardous may
be withdrawn by that importer or

‘manufacturer if:

(1) Subsequent to the hazard
determination, the methodology of the
study or studies upon which the hazard
determination is based are found to be
critically flawed or inappropriate, i.e.,
the association originally ovserved is
subsequently shown to be due to sample
bias, cbserver bias or a confounding
variable; or

{2} The availability of & negative

adegquate and well-controlled study or
-etudies results in a revizsion of the

opinion of qualified experts such that no
subgroup of experts, considering all the
relevent evidence, accepts the
association or relationship Letween
exposure to the substance or mixture
and the covered hazard.

Appendix C—Hazard Wamings
Information

Introduction

This APPENDIX specifies the hazard
warnings for hazardous substances and
mixtures. In using this APPENDIX, the
following rules apply in communicating
hazard warnings for mixtures:

1. Hazard warnings must appear for
hazardous mixtures.

2. Hazard warnings must appear for
hazardous constituent substances of a
mixture where such substances pose
hazards for which the mixture as a
whole was not evaluated.

3. The priority of hazard warnings as
set out in this Appendix is not affected
by whether a hazard attaches to a
mixture as & whole, or to one of its
constituent substances.

(a) Label Elements for Hozardous
Warnings—Summary of Requircments.
A hazard warning must include the

following elements:

(1) Signal word, as prescribed in
paragraph (b)(1) of this Appendix;

(2) The word POISON and the skull
and crossbones symbol for highly toxic
materials, as preseribed in paragraph
{b})(2) of this Appendix;

{3) Statement of hazards, as
prescribed in paragraph (b){3) of this
Appendix;

(4) Precautionary statements, as
prescribed in paragraph (b)(4) of this
Appendix;

(5) Additional labels elements, if
appropriate, or specified in subsection
(c) of this Appendix.

{6) Hazard warning elements (1)~(3)

- must be cross-referenced to the CAS

number and common name of e
substance or common pome of the
mixture producing the hazard.

(7) In the event that precautionary

‘statements or additional label elements

are contradictory in the case of mixture,
the manufacturer or importer shall
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. resolve the con‘radiction using sound

scentific judgment.

(b} Label Elements—Description.

(1) Signal Word. If a substance or
mixture has more than one hazarda
hazard warning label shall include only
the signal word (DANGER!, WARNING!,
OR CAUTION!) that corresponds to the
category of its most severe hazard.

(2} The Word POISON and the Skull
and Crossbones Symbol, A hazard
warning for a highly toxic material must

- include the word POISON and the skull -

and crossbones symbol. On & hazard
warning label, the word POISON and
the symbo), in any color, must appear on
a background of distinctly contrasting
color. The symbol must appear in
immediate proximity to the word
POISON. Use the word PQISON and the
symbol, in addition to, and not in place
of, the signal word DANGER!

(3) Statement of Hazards. A hazard

- warning fabel must include the

statement of hazards prescribed in
Table 1 for Category A hazards and
Table 2 for Category Bhazards for.the
appropriate hazard class, If the hazard
may have a delayed onset, the hazard
warning shall also indieate this,
Subsection (d) of this. ABRENDIX Jists

examples of useful stivtemrernts of hazard’

which may be used. inr-adititonr ttr ihose-
mandated by Tables 1 and 2 of this -
APPENDIX. If a substance or mixture
has more than one hazard, its hazard
warning must include a statement of
hazard of each hazard. If a substance or
raixture has more than one hazard,
statements of hazard for which the
signal word "DANGER!” is required,
together with the signal word, must
precede statements of hazard for which
the signal word “WARNING! ar .
CAUTION!" is required, and statements
of hazard for which the signal word
“WARNING!" is required together with
the signal word, must precede
statements of hazard for which the
signal word “CAUTION!” is required.
{4) Precautionary Statements. A
hazard warning must describe
appropriate preceutionary measures

-(such as “Keep away from heat, sparks,

or open flames” or “Wear rubber
gloves”) to avoid injury as a substance
or mixture is used in the workplace. If a
substance or mixture has more than one
hazard, its hazard warning must include
appropriate precautionary statements
for each hazard. If precautionary
staternents can be combined for
different classes of hazards, eliminate
any redundant phrases.

Approved For Release 2008/08/28 : CIA-RDP86-00735R000100010030-0

Table L.<Hazard warning statements for
Category A hazards

Ciass of hazarg Sigmei word  Statement of hazard

Corrosive:
Eye .. vireen DANGOS ..., Corrosive; Causes
- severe eye burns.
Eye and skin......... ... ao0......... .. Corrosive: Causes
severe ¢ye and skin
bumns,
Dangerously
reactive matanial: .
Explosi go...... Explosive.
Waterreactive...... ...df........... Dangerous when wet:
.- Reacts violently with
water. :
Organic peroxide ... .....do..... May form explosi
organic peroxides.
Extremely werntO.c.orene... Extremely fismmable.
* flammable Gquid.

Pyrophoric material ... .....00......... Extromasly flammable:
Catches fire it
exposed 1o air.

Strong oxidizer ......... ....da Strong oxidizer:

Contact with other
material may cause
fire.
Flammable mateniai... Warning........ Flammable.
Pressure-gencrating  .....80....... May generate

matanal. dangerous pressure.
Compressed gas....... Caution......... Contents under
. . pressure.
Combustidle iquid -.... ....do .. Combustible.

Table 2.—Hazard warning statements for

Category B hazards
Class of hazard Signal word  Statement of hazard
Toxic: -

By inhalation........... warning.......... Toxic: May be fata! it
inhaled,

Sy avgarptiv 00, Toxic:. May be fatal if

" absorbed through
skin.

By ingestion........... ...sdd.......... Toxic: May be fatal if
swallowed.

Highly-toxic:
By inhalation.......... Dangen Highty toxic: Fatal i
- Poison. inhated.

By absotion........ vco B0 Highiy toxic: Fatal it
absorbed through
skin.

By ingestion........... ... do.......ccon. Highly toxic: Fata: if
swallowed.

Endangers hur:an e Highly toxic: May be
iife. ) fatal it inhaled,
. « absorbed, or
swallowed.
Carcinogens.............. Danger ......... May cause (optional:
Organ/system)
’ cancer.
Reproductve toxns... ... 00..cuun... May cause birtn.
dalects. May causs
reproductive
probiems.
Irnlant:

EY cooooncccrerrnre. WRINING ...e.e. Trritant: Causes eye
irritation,

Eye and skin.......... ....d0............. lrritant: Causes eye
ard skin irritation.

Lung do Irritant: Causas lung
(chest) irmitation.

Sensitizer: :

Lungs. do. Sensilizer: Causes
respiratory reaction.

SKIN.covvvers et wreeenlOiimsrinreeese S@NSItiZOr: Causes
aliergic skin reaction.

Other adverse vessemvieene. EXPOSUT@ May cause
heaith eftects. {specify disease(s),
sign(s} or
symptomy(s})).
Includes mentat o Warning......... Or may cause acute or
behavior chronic health
aherations. effects.

{c) Additicnal Label Elements.

(1) A hazard warning or other listing
must include the following elements, if
they are appropriate:

{i) Antidotes, &s prescribed in
paragraph (2); or

(ii) Instructions in case of fire, spill, or
leak, as prescribed in paragraph (3).

(iii) Instructions for container
handling and storage, as prescribed in
paragraph (4). ' .

(2) Antidotes. If there is any
appropriate antidote that is generally
available and may be administered by a
layman, the hazard warning must
include it.

(3) Instructions in Case of Fire, Spill,
or Leak. If there are any special
instructions for confining and )
extinguishing fires and for cleaning up
spills or leaks, the hazard warning must
include them.

(4) Instructions for Container
Handling and Storage. If ihere are any
special instructions for container
handling and storage, the hazard
warning must include them.

(5) Optional Additional Informction.
A hazard warning may include

-additional hazard warning information

that is not required by this Part, ,
provided that the additional information

" does not contradict or detract from the

required information. Terms such as
“safe,” “non-toxic,” or “harmless” must
not e used on a hazard warning.

{d) Useful Phreses for Cetegory A and
Category B Hazard Warnings,

This subsection of the APPENDIX
contains a listing of additional warning
phrases that a manufacturer or importer
of a hazardous substance or mixture
may use together with the required
hazard warning. The Agency is
providing this subsection of this
APPENDIX simply as e listing of usecful
warning phrases. OSHA does not
require that a manufacturer or importer
of a hazardous substance or mixture use
any of these additional phrases with a
hazard warning.

(a) Statements of FHazard.

(1) Liberates Gas. Liberates Poisonous
Gas. Fire Liberates Poisonous Gas.
Contact.With Acid Liberates Poisonous

‘Gas. Contact With Water or Acid

Liberates Poisonous and Flammable
Hydrogen Sulfide Gas.

Spills Liberates Dangerous Gas.
Contact With Water or Moist Air
Liberates Irritating Gas. Liberates
Heavy Gas Which May Cause
Suffocation.

(2) Fire Hazard. Contact With Water
May Cause Flash Fire. May Catch Fire If
Allowed To Become Damp. Spills May
Cause Fire. Heat, Shock, or Contact
With Other Materials May Causec Fire,
Contact With Other Materials May

. Cause Fire, Especially if Heated Reacts

Violently With Water to Liberate and
Ignite Hydrogen Gas. Powerful Oxidizer.
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May Form Flammable Dust-Air
Mixtures. .
(3) Explosive. Heat, Shock, or Contact
With Other Materials May Cause
Explosion.
Contact With Other Materials May
Cause Explosion, Especially If Heated. -
May Form Explosive Peroxides. Forms :
Shock-Sensitive Mixtures With Certain
Other Materials. May Explode if Water
Content is 10 percent or Below.
{4) Pressure Hazard. Contamination -
May Result in Buildup of Dangerous
Pressure. Liquid (GAS) (VAPOR]) Undsr

. Pressure. Extremcly Hazardous Liquid

(GAS) (VAPOR) Under Pressure.
(5) Miscellaneous: Cannot Be Mad

Nonpcisonous. .
[FR Doc. 81-1564 Filed 1-13-81; 1:02 p.m.}
BILLING CODE 4510-26-M
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{FR Doc. 80-20100
Filed 7-1-80; 10:31 am]
Billing code 3195-01-M

o

Presidential Documents

+ [

Executive Order 12223 of June 30, 1980 '~ L

Occupational Safe..ty and _He_alth Programé for Federal Em-
ployees , AR S

By the authority vested in me as President by the Constitution and statutes of
the United States of America, including Section 7902(c) of Title 5 of the United
States Code, and in accord with Section 19 of the Occupational Safety and
Health Act of 1970, as amended (29 U.S.C. 668), and in order to provide
sufficient time for the development of adequate implementing instructions
which will govern the new occupational safety and health programs for
Federal employees, Section 1-704 of Executive Order No. 12196 of February 26,
1980, is hereby amended to read, “This Order is effective October 1, 1980.".

o Ze

THE WHITE HOUSE,

June 30, 1980. ..

: P T L

o
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aslveolar/bronchiolar adenomas were
pbserved in female mice at a »
statistically significant incidence when
compared to controls, but the incidence
gppeared to be possibly related to the
presence of a dipropylnitrosamire
contaminant. N-nitroso-di-n-
propylamine (NDPA) was found in the
trifluralin used in the test at
concentrations of 84-88 ppm.

A preliminary report of a recently’
submitted chronic toxicity/oncogenicity
study shows an increase in tumors of
the urinary tract in male and female rats
treated with trifluralin. However, the
theoretical maximum residue
contribution (TMRC) from the proposed
use is only 2 X 10~%mg/day/1.8 kg daily
diet. This minute increase is considered
negligible in comparison with the
current estimated TMRC of 0.0429 mg/
day/1.5 kg daily diet. In addition, the
proposed use does not change the
percentage of the acceptable daily
intake (ADI) contributed by currently
existing tolerances.

The ADI for trifluralin is calculated to
be 0.1 mg/kg of body weight (bw)/day
with regard to chronic effects other than
oncogenicity and based on the NOEL of
400 ppm in the 3 long-term dog feeding
studies and using a 100 fold safety
factor, The maximum permitted intake
{MPI} for a 60 kg person is calculated to
be 6 mg/day. Tolerances have
previously been established for a
variety of commodities, including the
crop grouping “leafy vegetables,” and
range from 0.05 ppm to 2.0 ppm. These
tolerances utilize 0.72 percent of the
ADI.

On August 30, 1979, the agency
published in the Federal Register (44 FR
50911) a notice of determination and
availability of a position document
concerning trifluralin. After extensive
review, the agency determined that the
benefits outweighed the risks for all
uses if the formulated products
contained less than 1 ppm of NDPA.
However, the agency will re-evaluate all
the existing tolerances for trifluralin
when the final report and validation
audit of the laboratory records on all the
chronic toxicity/cncogenicity studies
are available,

Based on the above information
considered by the agency and the
insignificance of upland cress in the
diet, it is concluded that the tolerance of
2.05 ppm in or on upland cress would
rrotect the public health. In light of the
thronic toxicity oncogenicity studies,
the agency considers the cancer risk
:om dietary exposure of trifturalin-
Yeated upland cress to be insignificant
[regligible) since the ADI and TMRC are
"ot affected by the proposed use, since
“pland cress can be substituted in the

WP s g o e e e s

diet for other leafy vegetables for which

. a tolerance currently exist. Therefore, 40

CFR Part 180 is amended as set forth
below.

Any person adversely affected by this
regulation may, on or before January 30,
1981, file written objections with the
Hearing Clerk, EPA, Rm. M-3708 (A~
110}, 401 M. St., SW., Washington, D.C.
20460. Such objections should be
submitted in quintuplicate and specify
the provisions of the regulation deemed
objectionable and the grounds for the
objections. If a hearing is requested, the
objections must state the issues for the
hearing. If a hearing is granted, the
objections must be supported by
grounds legally sufficient to justify the
relief sought.

Note.—~Under Executive Order 12044, EPA
is required to judge whether a regulation is
“significar:t™ and therefore subject to the
procedural requirements of the Order or
whether it may follow other specialized
development procedures. EPA labels these
other regulations “specialized.” This
regulation has been reviewed, and it has
been determined that it is a specialized
regulation not subject to the procedural
requirements of Executive Order 12044.

Effective date: December 31, 1980.
(Sec. 405(e), 68 Stat, 514'(21 U.S.C. 346a(e)))

Dated: December 18, 1880. )
Robert V. Brown,

Acting Deputy Assistant Administrator for
Pesticide Programs.

Therefore, Subpart C of 40 CFR Part
180 is amended by alphabetically
inserting “upland cress” in the table
under § 180207 to read as follows:

§ 180.207 THWRuralin; tolerances for
residues.

» * . . .
" Parts
Commodity el
R o o . .
Upland Cress 0.05
-« - - - L]

[FR Deg. 8040648 Filed 12-30-80; 8:45 am}
BILLING CCOE €£380-32-M

GENERAL SERVICES
AGIANISTRATION

41 CFR Part 101-20
[FPMR Amendiment D-78)

Federal Property Managomend
Reguiations; Management of Bulldings
and Grounds; Accident and Fire
Preverntion Stendards

AGENCY: General Services
Administration.

AcT:oN: Final rule.

sUMMARY: The General Services
Administration (GSA) is amending its
regulations to update certain provisions
of the accident and fire prevention
standards. The proposed changes
require that GSA ensure that space is
consistent with Occupational Safety and
Health Act (OSHA) standards, provide a
procedure for processing reports of
hazardous conditions, and for resolving
conflicting compleints that result from
safety and health inspections by GSA
and occupant agency inspection
personnel.

EFFECTIVE DATE: December 31, 1980.

FOR FURTHER INFORMATION CONTACT:
Mr. Craig Schilder, Chief, Safety
Management Branch, Accident and Fire
Prevention Division (202-566-0961).
SUPPLEMENTARY INFORMATION: The
General Services Administration has
determined that this regulation will not

- impose unnecessary burdens on the

economy or on individuals and,
therefore, is not significant for the
purposes of Executive Order 12044.

1. The tablz of contents for Part 101-
20 is amended to recaption and revise
two entries and add one entry, as
follows:

101-20.109-3 Responsibilities of agencies.

101-20.109-11  Accident prevention and fire
protection activities of occupant
agencies.

101-20.109-12 Correction of hazardous
conditions.

Subpart 101-20.1—Building
Operations, Maintenance, Protection,
and Alterations.

2. Section 101~20.109-1 is revised to
read as follows:

§ 101-20.109-1 Policy.

It is the policy of GSA that:

(a) Standards for space will equal
those promulgated under the
Occupational Safety and Health Act
(OSHA) of 1970 (Public Law 91-506};
Executive Order 12196; and 298 CFR 1960,
Subpart C—Agency Occupational

" Safety and Health Standards.

(b) The safety and health of occupants
and visitors will not be endangered by
exposure to unnecessary risks and
intolerable conditions.

(c) Safeguards will be provided to
allow emergency forces to accomplish
their missions without undue danger of
entrapment.

{d) Fire-protection and other safety
features will be provided to minimiza
exposure to the community to
unnecessary risks or undue danger.

{e) Safeguards that minimize personal
harm, property damage, or impairment
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of GSA or agency operations will be
provided according to the level of risk
which includes the number of persuns
i ot ods tie value of the property, and
the importance of the Federal activity.

3. Section 101-20.109-3 is recaptioned
and revised to read as follows:

§ 101-20.109-3 Responsibilities of
agencies.

Accidents involving personal injury or
property damage to buildings and
grounds for which GSA is responsible
will be reported immediately to the
appropriate GSA buildings manager.
Each occupant agency shall ensure that:

(a) Operations and activities and their
use in GSA-assigned space conform to
the policies of § 101-20.109-1;

(b) All reasonable precautions are
taken to avoid accidental injuries, work
related illnesses, fires, and property
damage; and

(c) A safety, health, and fire
" protection liaison is appointed with full
authority and responsibility to represent
the occupant agency management with
the GSA buildings manager.

4. Section 101-20.108-11 is amended
by revising its caption and paragraph (a)
to read as follows:

§ 101-20.109-11 Accident prevention and
fire protection activities of occupant
agencies,

{a) Periodic inspections, in accordance
with Executive Order 12196 and 29 C}R
1960, are required to be conducted by
the occupant agency for its operations
and activities to include their assigned
space within GSA buildings or grounds.
All substandard building conditions
shall be documented and a copy of the
documentation shall be provided to the
GSA buildings manager not later than 10
workdays after identification of the
substandard condition. These
inspections do not relieve GSA of its
responsibilities for these areas, nordo
inspections by GSA or others relieve
occupant agencies of their
responsibilities for maintaining full
knowledge of conditions.

o« . . « *

5. Section 101-20.109-12 is added to
read as follows:

§ 101-20.109-12 Correction of hazatdous
conditions.

(a) Conditions within the occupant
agency's responsibility to correct, which
affect GSA buildings and grounds and
could affect any GSA employees or
other agency employees in the
performance of their responsibilities,
shall be corrected within 30 workdays in
accordance with 20 CFR 1960 or
established occupant agency program
requirements, whichever is more

restrictive. An abatement plan shall be
prepared when corrective actions
require more than 30 calendar days.
This plan shall contain an explanation
of why the corrections are delaved, a
proposed timetable for the abatement,
and a summary of steps being taken in
the interim to protect GSA -and other
agency personnel from injury or illness
and GSA buildings and grounds from
damage by the unsafe or unhealthy
working condition. The occupant
agency'’s liaison shall send a copy of the
hazard correction plan to the GSA
buildings manager. {Usually this plan
will be the same as required by 29 CFR
1960). If the abatement will take more
than 60 workdays, a copy of the plan
shall also be provided by the GSA
buildings manager to the appropriate
GSA regional Accident and Fire
Prevention Branch. Occupant agencies
may correct hazardous conditions in
accordance with FPMR 101-20.105,
which establishes authority for agencies
to procure special alteration services of
not more than $1,000.

{b) Conditions considered to be within
the scope of GSA's responsibility to
correct which are identified in occupant
agency's assigned space, shall be
forwarded to the GSA buildings
manager for action. The resolution steps
are:

(1) Identification;

(2) Documentation;

{3) Presentation;

{4) Investigation; -

(5) Determination; and

{6}esnlution.’

(cJ"T'o'correct a condition considered
to be within the scope of GSA’s
responsibility, six basic steps shall be
taken: The occupant agency shall
identify, document, and present the
problem to the GSA buildings manager,
after which GSA will investigate,
determine, and resolve the problem.
Identification of these conditions may
be by an occupant agency employee or
by an occupant agency safety and
health and fire protection specialist.

When an imminently dangerous
situation exists, as defined by 29 CFR
1960.28, a telephone call from the
occupantagency's liaison torthe GSA
buildings manager shall constitute the

‘occttpantagency’s identification,

documentation, and presentation of the
problem to GSA. Otherwise, a report

. shall document the hazardous condition

and cite references to specific OSHA
standards violated. Documentation
should include inspection reports,
photographs, sketches or drawings for a
safety problem, and an industrial
hygiene survey report for health
problems. The OSHA Form No. 7
(complaint) may be used as part of the

Federal k

——

. Yoed: :mbert 1t
documentation. The occupant agenc,", ted: Dew;‘“u

liaison shall determine that therc ar, ' Freemen Co-

reasonable grounds to believe that ., istrator of Ge:

unsafe or unhealthful condition exis!- ¢ 6040548 Fited 12

before presenting the situation to the
GSA buildings manager.

{d) GSA action:

(1) Upon a documented agency
request, GSA will investigate reports
unsafe or unhealthful conditions. Thi«
investigation, when requiring an onsi:.
inspection, shall be completed within ..
hours for imminent danger situations, :
working days for potentially serious
conditions, and 20 working days for
other safety and health conditions.

{2) The GSA buildings manager will
determine a plan of action to resolve t}.
problems and inform the agency within
5 working days afler the investigatiorn.

(3) Whenever possible, GSA shall
resolve the condition within 20 working
days after determining the plan of actios
and shall inform the agency when
resolution has been completed.

(4) When resolution will take longer
than 30 working days, the GSA buildings
manager shall prepare and submit to the
occupant agency liaison an abatement
plan.

(5) GSA shall give priority in the
allocation of resources for prompt
abatement of conditions.

.{6) The.abatement;plan:shall set forth
a timetable for abatement and a
summary of interim steps to protect
employees. The plan shall include the:
Location of the hazard, hazard
assessment (probability of occirrence
and potential severity), discussion of the
hazard, corrective action to be taken,
specific reference to OSHA standard(s)
violated, justification for deferring
corrective action, proposed timetable,
interim corrrective action, and the
appropriate management signature.

(d} Actions by the buildings manager
or-other regional management personnel
that do not resolve the problem to the
satisfaction of the occupant agency's

-

_management may be formally presented

to the appropriate GSA Regional
Administrator by the cccupant agency's
regional, district, or equivalent
management.

{e) Unsatisfactory resolutions by GSA
regional management may be formally
presented to the Administrator of GSA,
Washington, DC 20405, by the agency
head or an authorized designee.

(f) Hazardous conditions observed in
other than the occupant agency's
assigned space should be brought to the
attention of the responsible agency’s
occupant liaison for required action.

(Sec. 205(c). 63 Stat. 390; 40 U.S.C. 486(c)}
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